AEPKABHA CJIYVKBA 3 TIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIV OBJIACTI

npos. Ceitnuanoi Haxi, 3, m.Kuis, 02099, rex/paxc: {044) 363-06-50
E-mail: dls. ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
Npo SAKICTH BBE3EHOT0 B YKpaiHy JiKapchKoro 3acoly

28.08.2023 Ne 38676/23/10

IETPUH®

(HatiMenyBaHHA Tikapchkoro 3aco0y 3riHo 3 peecTpamifnmm IIOCBIqYCHHAM)
Ta0JIeTKH, BKPUTI ILTIBKOBOIO 060s10HK010, 10 10 Mr mo 10 TadaeTox y 0icrepi; mo 2 Gaicrepn
Y KapTOHHIH Kopo6ui

(dopma Bumycky, mo3yBanus, BHI TaKyBaHHJ JIIKAPCEKOTro 3acoby)
Homep peectpaniitioro nocsinuenns UA/6789/02/01 crpox nii peecTpaniiinoro nocsiguenss 01.01.2099
Cepia nikapeskoro saco6y Ne B2302017 Kinskicts Beesenoro nikapeskoro sacosy 40050

Bupobuuxk H-p Peni’c JTaGoparopic JItn, ®TO — 11, Innis

(naliMenyBanHs BUpOGHHKA TiKapCEKOTo 3acoby, Kpaina TIOXO/KEHH)

Beeseno B Vipainy ToBapucreo 3 06meskenoro BianorinanpHicTIo "Ip. Peani'c
JlaGoparopiz", ixenrt. xox: 37560808

(HaliMenyBaunsa ta kog 3a €JIPIIOY IOPHYHOT 0co6H afo npisBHIie, iM', 0 GATEKOBI (hizuyHoOL
ocobu - mianpuemu, ii Micue NpoxHBaKHT Ta peecTpaLiinuii HoMep 06TiKOBOT KAPTKH ITaTHUKA
HopaTkie abo cepif Ta HoMep macopra)

IpoTokoen Bisyansuoro xowrpomo six 08.08.2023 Ne 2437/1.

Jlaboparopuuit ananis axocri tikapeskoro 3aco0y 3ailicHenuit:

ALl "Hentpansha naGopatopis 3 AHAII3Y AKOCTI JIKAPCBKUX 3aCOBIE | MeauUHOT npoaykmii"
(M.Kuis, Byn. Kynpsiecska 10r M.Kuig, Byn. Kynpssceka 8B Kuisceka obuacts, ¢. Hogi IlerpiBri,
Byn. Isana ®panka, 19)

(maiimenyBanus Ta MicuesHaxoTieHES naboparopii, wo nporena naopatopruii ananis akocri)

Bucrogok mozo sxocTi ikapeskoro 3acoby, sunanuit mabopatopieto Bix 23.08.202 /W

Pesyneratn na6oparoproro aHAIl3y AKOCTI TKapcLKOTO 3aco6y 3a HeperipeHuMH Ngia
BHMOTaM METOJIIB KOHTPOIIO SKOCTI (ananiruyHo-HOpMaTHBHOI JOKyMeHTaii).
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CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCTI

Dr.Reddy’s Qi"*

Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in
blisters

Hpoaykr: HETPHH®E, Tabnerku, apyuTi nriskosow
vonoukon, no 10 mr Ne20 (19x2) y Saicrepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

| tabnerea mictuTy UCTHPMIUHY Tigpoxaopuay 10 mr

Country of manufacturer: India
Kpaiua-srpobuuk: Inzia

Batch / Cepin Ne: B2302017

Bateh Quantity 7 06’em paprii: 171115 Packs /
171115 ynakosok

Analytical Report / Ananituyusui ssit No: 2002F P23001503

Date of Analysis / HaTta socriamen s 08-07-2023

Date of Manufacture / Qara BHpoSHuIrBa: 06/2023

Date of Expiry / Tepmin npugatrocri: 05/2026

Registration certificate / Peccrpaniitiue nocaixuenns No:
UA/6789/02/01

Valid till / Aiicne ao: unlimited { neoBmenen yrii

Order of MOH No: N 1570 from 08.12.2017 / Hakas MO3 Yrp

i Ne1570 Big 08.12.2017

Size and type of the package / Po3mip ta Tan nakysanun:

10 tablets in a blister; 2 blisters in a cardboard hoyx
in Ukrainian language /

no 10 rabaerox y Gaicrepi, no 2 Gricrepy B waprouniii
KOPOGHI 3 MAPKYBAHHAM YKDATHCLKOIO MOBOY0

labeling

Name, address and numbers of the licenses of manufacture and
quality control / HaiimenyBaunn, aapeca ra HoMmep Jtiuensii
BHPODHUKA 12 KOHTPOAI SKOCT:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500098, Telangana State, India, Ne 63/RR/AP/96/FIR

U1-p Peani’c JlaGoparopie Jity, OTO 1L Aistbunus Ne 42)y
<3, 44p, 45p, 46p, 53, 54, 83 ¢. Bauynauai, banynani Maiga)
ORpyr Meguan Maurcaiiripi - 500090, wrar Teaanraua, lngiu,

UIknewsin Ne 63/RR/AP/O6/F/R

Test/ Tecr

Result / Peavarrar

Specification / Caeundvircanin

I, |Description / Onue

White colored, round, biconvex film coated
lablet with a plain surface on one side and a
breakline debossed on the other side /
Kpyrmi  msoonysi TabneTicn,  BRpHTI

n1iskoBo 06010HKA0 Binoro konsopy, 3

PO3AINIOBATLHOW CM YTOH 3 0JHOr0 GOKY Ta
MaAgHbKi 3 iHuoro Goky

White colored, round, biconvex film coated tablet
with a plain surface on one side and a breakline
debossed on the other side / Kpyrai asoonywni
rabae Tk, BRPUTI MNiBKOROIO 0BON0HKOID Binore
KOJILOPY, 3 PO3NIMIOBATLHOIO CMYIOW 3 0ZHORG
OoKY Ta ragenpki 3 iHworo Goxy

2. lidentification / Lgertndikaliin

Complies prescribed / Bianosizae
BUMOTaM

as

The retention time of the peak due to Cetirizine
Hydrochloride in the chromatogram of the samplg
preparation corresponds to that of the Standard
preparation under Assay / Yac YTPHMYBAHHA NiKy
UCTUPH3HHY riApoXfaopuly #a XpoMaTorpami
BUNPOBOBYBaHOTO  posumMHy  sinnosizac yacy
Y TRUMAHA iKY Ha XpoMaTorpami CTaHIAPTHOMD
PO3HHHY.

3. |Dimension / Posmipn
Diameter / Tiaviemp

Thickness / Tosuguna

4. {Average weight / Cepenna maca

8.2 mm +0.2 mm (8,00 mm — .40 mm) /
8.2 MM +0.2 MM (8.00 mm — 8.40 MM)

3.5 mm +£0.2 mm (3.30 mm - 3.70 mm} /
3.5 mm 40.2 mm (3.30 mm 3.7¢ mm)

191 mg +3.0% (185.3 mg-196.7 mg) /
191 mr+3.0% (185.3 Mr— 196.7 M)

5, [Hardness / Teepaiers
6. {Water / BumicT Bonomi

Not fess than 25 N / He meriie 25 H

7. IDisintegration Time /
Posnasanns

Remarks: The product confirms to above specifications
Mpumiviea: Mpoaykr signosizae BHELe3a3 baveH il cirenudyiiauii

I'ested by / Tectyras:
(3. Latha / Quality control - Teap
Member t

Document Checked by / Tepesipus: §
N.V. Krishna / Quality control — Sr. T

Member Xb

Not marethan 6.0 % wiw /i Ginnwe 6.0,
B Ren R w R ifé{z;ﬂc Menwe 30 XBrinn

4§

ame and Position /
Im’s 1a INocaaa:

_. Y / Quality Assurance —
RS M(L a_@
A

Sign & Date / Tlianuc/Hara; 10-07-2023

Sign & Date / Minnuc/Nara: 10-07-2023

e Date / TTinmac/Fara: 10-07-2023

/
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CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

®e
__ Dr.Reddy’s Q;‘

Page /7 Crop.2 of /54

P'roduet: CETRINE, film coated tablets 1
blisters

Npoaywr: BETPHH®, TabaerkH, BKPHTI ITNiBKORBOIO
ofoaonkeio, o 10 Mr Ne20 (10x2) y Saicrepi

U tablet contains: Cetivizine Hydrochloride 10 mg

I Tataerra micrue BeTnpuy ciapaxaopiay 10 mr

0 mg Ne20 (10x2} in

Country of manufacturer: India
Kpaina-supoSumic: Ingin

Batch / Cepis No: B2302017

Batch Quantity / O6%em napriv: 171115 Packs /
171115 ynawonok

Analytical Report / Anagirunaimnii spir No: 2002FP23001595

Date of Analysis / ava pocaigacnnn: 08-07-2023

Dale of Manufacture / lvra supoduniiiea: 06/2023

Date of Expiry / Tepmin spunarnioct i: 052026

Registration certificate / Pecerpauiitse nocsinuenns No:
UA/6789/02/01

Valid till / Titicue go: unlimited / HeOBMemer i ji

Order of MOH No: Nal570 from 08.12.2017 / Hakaz MO3 Yip

uinn Nel1870 sin 08,12.2017

Size and type of the package / Posmip Ta tun nacyeauns:

10 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian language /
110 10 Tabaerox y Gnierepi, no 2 Baicrepn 8 KaproHuiii

KOPOGHI 3 MAPKYRAHHAM YKPATHELKOI0 MOBOIO

Name, address and numbers of the licenses of manufacture and
quality cantrol / HaitmeuyBaung, AIpECa TA HOMep Jineuzii
BUPGGRHKA TA KOKTPONIO RKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - H

Survey No. 42p, 43, 44p, 43p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500094, Telangana State, India, Ne 63/RR/AP/96/F/R

A-p Penai’e laGopatopic JIta, ©TO - H, Jiacanua Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83 c. bavynani, Bauynami Masr,
OKpyr Mepuan Mankaiiripi - 500090, mrar Teaaurana, lugia,
linensin Noe 63/RR/AP/96/F/R

8. [Uniformity of Weight / Compiies / Binnosinac When 20 tablets are welghed not more than twe
Cuuopinmicrs Macn ol the individual weights deviate from the average
weight by more than +7.5% and no tablet should
deviate by more than £15.0% / Hpn snmcyranni
20 ratneror, e Gimue 2-x TAGICTOR MOSKYTL
BIAPISHATICR Bil copenibot mach Sianwe uix uy
£7.5% 1A womn 3 TaGreTok e BOBHIHE
BLUPEHATICE MAcoio Ginbtue i na &1 5%
9. |[Uniformity of dosage units / 4.3 Acceptance value AV <| 5.0/ MpuiiMansie vieng
Oanopianicts a030BaHMX AV <15.0
OOHHM B
10, |Dissolution / Posuunnicrs 88%, 98%, 97%, 100%, 97%, 99% Nol ess than 809 () ol labeled amount of
{(Calculated as / g epepaxy KKy Cetirizine Ilydrochloride s dissolved in 30
Ha C|3H25C1N203'2HC1) minutes / He sueme 80% (() Bia #msuncHol
L KHILEOCT DOIMMIBEThEA N nporati 30 Xpithn |

Remarks: The product confirms to above specifications
Hpasivica: Nponyir sinnosigge Bk saaenii cneumdikanii

Tested by / Tectysas:
D. Latha / Quality control — Team

Member L&,‘

Mamber

%

Document Checked by / [leperipun:
N.V. Krishna / Quality control — Sr.Tg6

Sign & Date / [Mignuc/Iara; 10-07-2023

Sign & Date / Iiamuc/Mata: 10-07-2023




CERTIFICATE OF QUALITY

CEPTU®IKAT AKOCTI

®e
Dr.Reddy’s ‘}‘

Page / Cro

wl;roduct: CETRINE, film coated tablets 10 mg Ne20 (10x2) in
blisters

ﬂpoaym': HETPHH®, tadnerky, BKPHTI OniBkoBoin
000106K010, 10 10 Mr Ne20 (10x2) y Gaicrepi

! tablet contains: Cetirizine Hydrochloride 10 mg

{ raGaerka micTaTs HETHPUIAHY ciapoxacpuay 10 mr

Country of manufacturer: India
Kpafna-gupodnur: Ingin

Bateh / Cepin No: B2302017

171115 ynakosox

Batch Quantity / O6’em naprir: 171115 Packs / T

_______ . 30f/34

Analytical Report / Ananivuunmii ssit Nes 2002FP23001595

Date of Analysis / Tara nocainsxents: 08-07-

2023

Date of Manufacture / [iara BipoOHMuTBa: 06/2023

Date of Expiry / Tepmin npraatrocri; 05/2006

Registration certificate / Peccrpauitine nocsiguenms Ne:
UA/6789/02/01

Valid till / Jisicne qo: unlimited / HEOOMEKCH 1 i

Order of MOH No: Ne1570 from 08.12.2017 { Haxas MO3 ¥Ykp

alan NelS70 Bin 08.12.2017

Size and type of the package / Posmip ta Tun MAKYBAHHS:

in Ukrainian language /

10 tablets in a blister; 2 blisters in a cardboard box labeling

no 10 Tabaerok y Gaicrepi, no 2 Gaicrepn B kaprowmii
KOPOGIL 3 MADKYBAHHAM yKPATHCL KO MOBOIO

Name, address and numbers of the licenses of manufacture and
quality control / HaitvenyBanns, anpeca ta Homep ninensiy
BHPOOHIKS Ta KOHTPOTIO AKOCTH:

. Reddy's Laboratories Ltd., FTO - 11
Survey No. 42p, 43, 44p, 45p, 46p,
Village, Bachupally
500090, Tetangana State,
UI-p Peani’c JIaGoparopic Jita, ®TO

43, 44p, 45p, 46p, 33, 54, 83 ¢. Bauynani,

LTiwensin Nv 63/RR/AP/96/F/R

53, 54 & 83, Bachupally
Mandal, Medehal Malkajgiri District -
India, Ne 63/RR/AP/96/F/R

~ 1L, Hinbuwost No 42p,
bawynani Maugan,
oKpyr Meauan Mankaiiripi - 500090, wrar Tenan rawa, [uxis,

- |'mpurities / Jomiwiks

a) each known impurity / Ko ua;
Rizoma xomiurka

b) highest unknown impurity /
Rraltbinewa sinoma nomiwka

IMP-A: Less than

(J1B = 0.005%)

Limit of Detection
(LOD=0.005%) / Hinkue nimita sH3Havenns

1) Not moare than 0.2% / He Ginpuse 0.29

) Not more than 0.2% / ue 6insie 0.2%

IMP-B: Not detected / e suznaycua

c} total  impurities  / cymal IMP-C: Not detected / ne mushauens
IHoMittoK IMP-DD: Not detected / ue susnauena ) Not more than 2.0% / ue Ginvwe 2.0%
IMP-E: 0.03%
IMP-F: Not detected / ve susnasena
0.06%
0.2%

12. |Assay Cetirizine Hydrochloride| 9.78 mg / 9.78 mr from 9.50 mg/tab to 10.50 mg/tab during release 4
(Calcutated as B 9.5 mr/rad mo 1050 mMr/ta6 wa MOMel
C12H2sCINZO3-2HC) / Kistskicnel ﬁi:*‘* = BUTTYCKY
BH3HAUCHHA UETHPH3HHY (g HOPM; r(;"‘f:,. fram 9.0 mg/tab to 11.0 mg/tab during shelf Life
rizpoxacpuny (8 nepepaxymxy . 0%6 Bi2 9.0 mr/ral no 11,0 Mr/Tab Ha ApoTs3i Tepminy
Ha CixH2sCiN2O32HCI) S w10’ s " sOepirakas

I 3
§O PO A TS
3 m‘?&\ﬂ“‘w‘a% “T
o oa
"":" Tg rone /
“'0433-0’_' : / 7
°T rpaisa —-,Lé -
o BeREHO G £ P
Remarks: The product confirms to above specifications £ W@ PUED
Ipusirea: Dponyer ilanosigac e e il crreldi caudi § e TV} i
Tested by / Tectypas: Document Checked by / Iepesipus: E ’g‘o B AfOnIs :I?' me and Position /
D. Latha / Quality control — Team N.V. Krishna / Quality control — Sr. T4 e &5 [M'a a Ilocana:
Member Member %"’% ayeh \‘:" / Quality Assurance -
kg#’ )éy L5907 S 7+
¥ Ko “*q
Sign & Date / Ttinnnc/Tata: 10-07-2023 Sign & Date / Minnuc/Mara: 10-07-2023 Sig ¢/ Hinnuc/Hara: 10-07-2023
_—




®o CERTIFICATE OF QUAL:TY
; 1 L] CEPTUDIKAT SIKOCT
» Dr. Reddy S ‘,O ® . Page / Crop. d of /3 4

[Pr.oduct: CETRINE, film coated tablets 10 mg Ne20 (10x2) in Country of manufacturer: India
biisters Kpaina-supotusti: lugis
Mpoayxr: UETPUH®, tabaersn, HBRPUTE (LTIRKOROIO
nGostoHKkes0, 10 10 Mr No20 {10x2) y Gaicrepi

I tablet contains: Cetirizine Hydrochloride 10 mg

I rabnerka mictirs HETHPHIHHY rinpoxaopaay 10 mr
Batch / Cepiu No: B2302017 Batch Quantity / O6°em naprii: 171115 Packs /
171115 ynaxoBok

&a]ytiea! Report / Avaniruuunii sajr Ne: 2002FP2300]595 Date of Analysis / Jata socainwenna: 08-07-2023

Date of Manufacture / Aata BupotanuTea: 06/2023 Date of Expiry / Tepmin npuaarnocri: 052026 ]
Registration certificate / Pecerpaniitiie noesizuennn No: Valid till / diitcne no: unlimited / neodmemesing
UA/6789/02/01

Order of MOH No: Ne1570 from 08.12.2017 / Haxas MO3 Yrpainu Nel1570 iz 08.12.2017

Size and type of the package / Posmip a Tun NAKYBAHHA: 10 tablets in a blister; 2 blisters in a cardboa td box Iabeling

in Ukrainian language /

no k0 ratmerox y Gaicrepi, no 2 BaicTepn B kaprouuiii
KOpOOui 3 MADKYBAHHAM YKPATHCL KOO MOBOID

Name, address and numbers of the licenses of manufacture and {Dr- Reddy's Laboratories Ltd., FTQ - [

quality control / Haitmenysanus, agpeca Ta Homep Aiuensiy Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupalily
BUPOGHIKS TA KOHTPOMIO TKOCTL: Village, Bachupally Mandal, Medchal Malkajgiri District
300090, Telangana State, India, No 63/RR/AP/IS/FIR

T-p Peuai’e Jadoparopic Jra, OTO - I, dissnuns No 42p,
43, 44p, 45p, 46p, 53, 54, §3 ¢. bBaaynani, Bauynani Mangan,
oKpyr Meauan Mankaiiripi - 500090, mrrar Tenanraua, lugia,

Ulinensis Ne 63/RR/AP/96/F/R ]

13, Microbiological purity

MikpoGionoriuma sucrora

Total Aerobic Microbial Couni|less than 10 CFU/g / MNol more than 500 CFU/g / He Glbize SO0

(TAMC) / 3aranbia kinukicts{Menwe Hiz 10 KVO/r KyYQn

aepobiux MIKpOOpranismis

(TAMC) Less than 10 CFU/g /

Total Yeast and Mold CountMenwe v 10 KYO/r Not more than 50 CFU/g / He Gibwe 50 Ky O/

TYMC) / Zaranpua kinsxicrs

AP DIJBKOBMX | AamicHABHX rpudis,

TYMC) Absentin | g/ Biscyrnis Ir

Escherichia coli Absent in 1 o/ Biscyrnie Ir

Declaration of certification: “| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeliing and quality control at the above mentioned site(s) in full compliance with the GMP

requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation : rting country or
product specification file for Investigational Medicinal Products. The batch processing, packaging an Wredor re reviewed
and found to be in compliance with GMP.» QOEN r51s)
HAexnapauin apo ceprugikauino: “Lum 3ACRIAUYIO, WO BUILEBHKIANCHA inopmauin cnpasxusflso ey 51N Ty Oyna
BUTOTOBACH, BEMOUAIOYH YNaKoBKY/MapkysaHus Ta Oepesipky akocTi Ha suue 3rajaHoMmy ¢ ! . HOCT] 3
BUMOramy GMP micuesoro Peryasropioi opraMy i BianosigHo ao cneitirauii, wo MicrsTnes ® Bbprosii
nitensii kpditd-imnopTepa abo v nocse cneusdixanii NPOAYRTY ANA BOCILANYBAHUX NiKApCLIcH £ ffopobu,
YNAKOBUI Ta ananizy Gyuu MEPErNANY Ti T2 BCTAHOBNCHO BiANOBIAHICT: GMP.” 20 L 0.6'
¢\
'ﬁﬁi )
]
e :&sz;fg}fug’e‘ 47& /*‘;;é/
I'Remarks: The product confirms to above specifications @ |uﬁ§ QYED
Npumirka: MpoaykT sinnoringe pulesasnaten crieumtyianit F o OB ool
Tested by / Tectysag: Bocument Checked by / [epesipua; g:‘a‘o HpAtoRIB & TRme and Position /
D. Latha / Quality control — Team N.V. Krishna / Quality control — Se. TS ek 22 S el v Nocam
Member g Member O wﬁ%ﬁﬂ@&@ﬂ) a8/ Quality Assurance -
L < . ™ Y T
% 03‘ ks :3}&\&\ M«%g
Hoppg wh
Sign & Date / IMinnue/flata: 10-07-2023 Sign & Date / Minnuc/Mata: 10-07-2023 SIQIE e / Nianue/Lata: 10-07-2023




AEPKABHA CJIVKBA 3 JIKAPCBKHX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHAKAMM Y KMIBCBKIN OBJIACTI

npos. Ceitmuynoi Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
NPO AKICTH BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody
31.10.2023 Ne 53635/23/1011
NETPUH®

(maiimMenyBaHHs Nikapcpkoro 3acoGy 3TiAHO 3 peecTpaliREM TIOCBIAUEHHAM)
TabJeTKH, BKPHTI IIIBKOB0OIO 060J0HKOI0, 1o 10 Mr mo 10 Tabierok y buricrepi; mo 2 6aicrepn
Y KApTOHHIH Kopo6ui
(popma BumycKy, Zosysanus, BHI IAKYBaHEHR NiKAPCEKOTO 3ac06)

Homep peectpaniitnoro nocsiguenns UA/6789/02/01 crpok aii peectpaniiinoro nocsiguenns 01.01.2099
Cepis nikapcskoro sacoby Ne 32302556 KinexicTe BBe3eHOrO Jikapchkoro 3acoby 124550

BupoGHuk _J-p Peani’c Jlaboparopic JIta, ®TO — 11, Iamis

(naiivenysanna BupobHuKa TiKapcbKOro 3acoby, KpaiHa MOXOMKeEHHS)

Beeseno B Yipainy ToBapucTBo 3 00MexeH010 BiTnOBinaNEHicTIO "p. Penni'c

JlaGoparopis", inent. xon: 37560808

(Haiimenysanns Ta ko 3a EJJPIIOY ropHmaH0i 0c06H aG0 NPI3BMILE, IM'A, 110 GATHKOBL (izruHOl
ocobu - nignpuemuy, i Miclie NPOKHBAHHA Ta peecTpaniitimii HoMep 06MiK0OBOI KAPTKH INATHHKA
Io/aTKiB abo cepis Ta HoMep macmopTa)

Iporokon BizyanbHoroe wontpomo six 25.10.2023 N 3445/1,

3a  pesynpTaraMH JEPXKABHOrO KOHTPONK) BCTAHOBIEHO, IO mikapcekuit 3acib Bmeseno B Vipainy 3

AOTPUMAHHAM BuMOr 3aKOHOZABCTBA NIOM0 326e3MeTeHHs AKOCTI JIKapChKHX 3ac0biB.

Biranist FBOHIAPEHKO

TH0) (ninnuc)\ (iniuiany Ta Npi3BHILE)
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" S CERTIFICATE OF QUALITY
Dr.Reddy’s Q;ﬁ CEPTUGIKAT SIKOCTI

Page / Crop. 1 0f/3 4

[Product: CETRINE, film coated tablets 10 mg o20 (10x2) in
blisters

MNponyr: LETPUH®, tabnerku, Bkpuri naisxopoio
ofiosonkoio, no 10 mr No20 (10x2) y Gaictepi

I tablet contains: Cetirizine Hydrochloride 10 mg

! TaGierxa MicTHTE UeTHpIIINY rigpoxaepnay. 10 mr

Country of manufacturer: [ndia
Kpatna-nupobunk: Innin

Batch / Cepia Na: B2302550

Batch Quantity / O6’cv naprii: 174075 Packs /
174075 ynrakoBox

Analytical Report / Ananiveaumii asir No: 2002F P23001047

Date of Analysis / Hara gocriaxenun: 19-08-2023

Date of Manufacture / Jlata supobunurea: 07/2023

Date of Expiry / Tepmin npuaatnocri: 062026

Registration certificate / PeccTpauifine nocrinuenns Ne:
UA/6789/02/01

Valid till / Titcne ao: unlimited / neobmemennii

Order of MOH No: Nel570 from 08.12.2017 / Hakas MO3 Y!cpﬁl’nn Ne1570 sig 08.12.2017

Size and type of the package / Posmip Ta Tun nakysanus:

10 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian language /

no 10 TaSnetok y 6aictepi, no 2 Gaicrepu B KaprouHii
KOpoGIL 3 MADKYBAHHAM YIPATHCLKOK MOBOIY

Name, address and numbers of the licenses of manufacture and
quality control / HaiimenyBanus, anpeca Ta HoMep Jinensii
BHPOGHHKA Ta KOHTPONN AKOCTI;

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
506098, Telangana State, India, Ne 63/RR/AP/96/F/R

I-p Penni’c JIaGopatopic JIta, ®TO — 11, dinsuua Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83 ¢. Bauynani, Bauynani Manaan,
orepyr Meauan Maskaiiripi - 500090, wrat Tenaurana, Innis,
Rinenzin Ne 63/RR/AP/96/F/R

Test / Teer

Result / PeayasTar

Specification / Coenngixaiia

1. |Description / Onuc

White colored, round, biconvex film coated
tablet with a plain surface on one side and a
breakline debossed on the other side /
Kpyrai  nsoonyxni tabnevkw, Bkpuri
[niiBkosoio ofonoHkow Ginore Komeopy, 3
PO3AIMIOBANBHOIO CMYTOI0 3 0IHOTO BOKY T2
INAREHLKI 3 iHWoro 6oy

White colored, round, biconvex film coated tablet
with a plain surface on one side and a breakline
debossed on the other side / Kpyrni nsoorykai

rabneTky, BKpUTI mIiskoaoo 06onokkow Gitoro)
KO/IBOPY, 3 PO3RIMOBANBHOIO CMYTOIO 3 OLAHOTO
60Ky Ta rAaleHbKi 3 iHiLoro Goky

2. lldentification / Inenrudiraris

Complies as prescribed / Biznosizae

BHMOaM

The retention time of the peak due to Cetirizine
Hydrochloride in the chromatogram of the sample
preparation corresponds to that of the Standard
preparation under Assay / Yac yTpumyBsanus iy
UETUPHINHY [iAPOXIOPHAY HA XpoMmaTorpami
BUIPOGOBYBAHOTO PO3YMHY BiMoBizae uacy
L/’FPHME.HHH nixy Ha XpoMaTorpami CraHaapTHoro
PO3HHHY.

3. [Dimension / Poamipn
Diameter / Qiamemp

Thickness / Toswuna

4. lAverage weight / Cepeans maca

8.2 mm £0.2 mm (8.00 mm — 8.40 mm) /
B.2 v 0.2 MM (8.00 Mmm — 8.40 Mm)

3.5 mm +0.2 mm (3.30 mm - 3.70 mm) /
3.5 mm £0.2 mm (3.30 mm — 3.70 mm)

3. {Hardness / Teepaicts

191 mg +3.0% (185.3 mg - 196.7 mg) /
191 mr+3.0% (185.3 Mr— 196.7 mr)

o

Water / BMmicT Bororu

Not less than 25 N / He menme 25 H

7. Disintegration Time/
Posnananus

Remarks: The product confirms to above specifications
MpamiTia: Tpoaykr Bianosinae BHILe3a3HateHiT criewndyixauil

Tested by / TecTysas:
I3, Satya Narayana / Quality control —

Team Member
o

Document Checked by / MNepesipus;
D. Latha / Quality control — Team

gy

re than wAy S HE Ginblue 6.0%

3 [m’1 Ta [{ocana;
Assurance — Team

Sign & Date / [lianwc/Hata: 19-08-2023

st:Oxw//‘r'J Fo7 (777 ]{




CERTIFICATE OF QUALITY

| o
Dr.Reddy’s Q;‘

CEPTUDIKAT AKOCTI

lFro‘duct: CETRINE, film coated tablets 10 mg No20 (10x2) in
blisters

Mpoaykr: HETPHH®, Tabnersn, Bkpyti niiskosoto
060.10HK010, N0 10 Mr Ne20 (10x2) y Gaicrepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

1 rafieTika MicTHTS HeTUPH3IHHY rigpoxaopuay 10 mr

Puge /Crop. 2 0f /34
Country of manufacturer: India
Kpaina-supobunk: 1ngin

Batch / Cepin Ne; B2302550

Batch Quantity / O6°em naptil; 174075 Packs /
174075 ynakoBok

[Analytical Report / Ananitaunnit 3nic No: 2002FPZ3001947

Daute of Analysis / Hata nocalaxenns: 19-08-2023

Date of Expiry / Tepmin npuaaruocri: 06/2025

Date of Manufacture / JaTa BupoSuuurea: 07/2023
Registration certificate / Pecerpauitine nocsiguennn Ne:
UA/6789/02/01

Valid till / [Tiifcne ao: unlimited / neoSmexe i

Order of MOH No: Nel1570 from 08.12,2017 / Haka: MO3 Yxpatan Nel570 min 08.12.2017

Size and type of the package / Poamip Ta Tun MaKyBAHHS:

10 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian language /

no 10 taGaerox y 6nicrepi, no 2 GaicTepn B KapToHHIN
xopobui 3 MAPKYRAHHAM YRpailickK010 MOBOIO

Name, address and numbers of the licenses of manufacture and
quality control / HalimenyBsauns, agpeca ta HoMep nineusii
BHPOOHHKA Ta KOHTPOJIO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally,
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Nt 63/RR/AP/96/F/R

U1-p Peani’c JlaGopatopic Jitn, ®TO — 11, Minbanns Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83 c. Bauynaui, Bavynani Mauzgan,
oKpyr Menuaa Masnkaiiripi - 500090, wrar Teaaurana, luzia,

Jlineusia Ne 63/RR/AP/96/F/R

8. {Uniformity of Weight /
OaHopinaicTe Mack

Complies / Bianosinac

When 20 tablets are weighied not more than two
fthe individual weights deviate from the average,
eight by more than £7.5% and no tablet should

deviate by more than #15.0% / [Tpu nmiysanni
G rabaerok, He Gimbuie 2-x rabietok MOHYTH

BiAPIHATHEA Hifl cepennbol MacH Githuié Hix Ha

£7.5% Ta RbaMa 3 reGAETOK He mMorHnHg,

BiIpizHaTHES Macow Gimnme nik ua +15%

9. |[Uniformity of dosage units / 4.2
OanopiaticTs ao3osaHux

COHHHL b

Acceptance value AV <15.0/ TTpuiiManbre yucno
AV <15.0 :

. [Dissolution / PoauuHgicTs
Caleulated as / B nepepaxyuky
Ha CnstCINZOrZHCl)

99%, 95%, 99%, 95%, 97%, 96%

Not less than 80% (Q) of labeled amount of
Cetirizine Hydrochloride is dissolved in 30
minutes / He memue 80% (Q) sin sasnieuod
KiLKOCTI po3unigeTen va nporas 30 xaunus

S YECa ]

alu
EHO

Remarks: The product confirms to above specifications
Mpusitia: Mpoaykr Bianosinae pullesasHaYEHIH creumdhikan|

Tested by / TecTynan:
B. Satya Narayana / Quality control —
Team Member :

<G

Document Checked by / [epesipue: :
. Latha / Quality control — Team M@HtE

Sign & Date / Tlianuc/Mara: |9-08-2023




CERTIFICATE OF QUALITY

' ) Qe
Dr.Reddy’s €z¢

CEPTU®DIKAT AKOCT]

Page / Crop. 3 of /3 4

Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in
blisters '

NMpoayxr: HETPHH®, Tabaerku, sepuri nuiskosowo
obononxoto, mo 10 mr Ne20 (10x2) y Gaicrepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

L TabneTka MICTHTE UeTHpU3HKY rigpoxacpuay 10 mr

ICountry of manufacturer: India
KpaTua-BHpoGuuk: lnain

Batch / Cepin Ne: B2302550

Batch Quantity / O6’em rapril; 174075 Packs /
174075 ynaxoBow '

Analytical Report / Anaaituunnii seiv Ne: 2002FP23001947

Date of Analysis / Jats nocniaxkenns: 19-08-2023

Date of Manufacture / Jata supo6unurea: 07/2023

Date of Expiry / Tepmin npuaarnocti: 06/2026

Registration certificate / PeceTpauiine mocainuensnn Ne:
UA/6789/02/01

Valid till / Tificve go: unlimited / neofmexenui

Order of MOH No: Ne1570 from 08.12.2017 / Hakas MO3 Ykpaiuu Nu1570 sia 08.12.2017

Size and type of the package / Posmip Ta Tun makypanun:

10 tablets in a blister; 2 blisters in a cardboard box labeling |
in Ukrainian language /

1o 10 vabaerok y Gaicrepi, no 2 Gnicrepn B kaproHnii
Kopolui 3 MapkyRAEAM yipalicL Ko MOBOF)

Name, address and numbers of the licenses of manufacture and
quality control / Hafimenysanns, anpeca Ta Homep Jinensif
BHPOGHHKA TA KOHTPOMIO AKOCTI:

Dr. Reddy's Laboratories Lid,, FTO - (I
urvey No. 42p, 43, 44p, 45p, d6p, 53, 54 & 83, Bachupally
/illage, Bachupally Mandal, Medchai Malkajgiri District A

560090, Telangana State, India, Ne 63/RR/AP/96/F/R
-p Peani’c Jla6oparaopic Jita, ®TO — H, Tinsunus No 42p.)

43, 44p, 45p, 46p, 53, 54, 83 ¢. Bauynaui, Bauynani Mawaan,

prpyr Mexuan Mankaitripi - 500090, wrat Tenanraua, lngis,
inensin Ne 63/RR/AP/96/F/R

il. ’;mpurities / Momiwke

Binoma nomika

b) highest unknown impurity
Halibisnswa Binoma gomilmka

c} total impurities / cyma
\noMiIIoK

(JIKB = 0.019%)

IMP-B: 0.02%

IMP-E: 0.04%

0.07%
0.3%

} each known impurity / KO)KHE] IMP-A: Less than LOQ (LOQ = 0.019%) /
Hmkue nimita kinekicHore suzHadeHHs

IMP-C: Not detected / He BH2HaMEeHa
IMP-D: Not detected / ue BuzHAYEHA

IMP-F: Not detected / He Buznauena

L) Not more than 0.2% / e 6inbie 0.2%

b) Not more than 0.2% / He Ginbe 0.2%

) Not morg than 2.0% / ne 6inewe 2.0%

12, JAssay Cetirizine Hydrochloride)
(Calculated asi
C12H2sCIN203-2HCI) / Kinwkicns
BHIHAMEHHA UETHPH3HHY
rizpoxsepuiy (B nepepaxyHKy]
1 Ci2HysCINO5-2HC)

9.96 mg / 9.96 mr

from 9.50 mg/tab to 10.50 mg/tab during release
Biz 9.5 Mr/raG o 10.50 mr/ta6 Ha momeus
BHOYCKY

from 9.0 mg/tab to 11.0 mg/tab during shelf life
Bia 9.0 Mr/1a6 no 11.0 Mr/Tab va npotasi TEPMiHY

Gepirakua
- eWMEHO 47”

Remarks: The product confirms to above specifications
Npuwirka: [ponykr sianosinae Bresassaueniit cneundixauii

i 2 ED
5

¥ ] D TH

Tested by / Tectysas:
B. Satya Narayana / Quality control —
Team Member

Document Checked by / Ilepesipus: § &
D. Latha / Quality control — Team M

‘-

&,
o S HATORIGE tme and Position /
- . ImM’a 14 Mocapa:

oy Y y Assurance - Team

6‘9 d\? \s,

r S g
* ig 7 T

Sign & Date / [lianme/Hdara; 19-08-2023

Sign & Date / Qinnuc/Tata: 19-08-2023

Sig e/ [linnue/Rara; 19-08-2023




| , @& CERTIFICATE OF QUALITY
Dr.Reddy's §s® CEPTU®IKAT AKOCTI

Praduct: CETRINE, film coated tablets 10 mg Ne20 (10x2) in Country of manufacturer: India
blisters Kpatna-snpobunk: Inaia
Fponyice: UETPHH®, TaGaetku, BRpHTI IVIiBKOBOO
loiourolo, no 19 Mr Ne20 (10x2) y Gaietepi

| tablet contains: Cetirizine Hydrochloride 10 mg
|_TabaeTica MICTHTS IETHDSUHIY Tiapoxaupuay 10 mr
Batch / Cepisnn Ne: B2302550 Batch Quantity / O6°em napril: 174075 Packs /
174075 yuarusok

Andlytical Report / Auaniruuunii apir Ne: 2002FP23001947 Date of Analysis / [lara nocaizkennn: 19-08-2023

Pige /Crop. 4of /34

Date of Manufacture / lata nupoBisnursa: 07/2023 Date of Expiry / Tepmin npiaaTuocri: 06/2026

Registration certificate / Peecrpauiiine nocsiguennn Ne: Valid till / Tikicre a0: unlimited / HeobMexenni
UA/6789/02/01

Order of MOH No: Nel570 from 08.12.2017 / Hakas MO3 Yicpatuu Nel570 i 08,12.2017

Size and type of the package / Poamip Ta Thn NaKyBaHuq: 10 tablets in a blister; 2 blisters in a cardboard box labeling

in Ukrainian language /

no 10 Tabaetor y Grictepi, no 2 Gaicrepu B KapToH#iii
Kopobui 3 MADKYBAIINAM YRPaTHCLKO MOBOIG

Name, address and numbers of the licenses of manufacture and [Dr. Reddy's Laboratories Ltd., FTO - 1l

quality control / HalimenyBannsi, anpeca 12 HoMep Jiensiv Survey No. 42p, 43, 4dp, 45p, 46p, 53, 54 & §3, Bachupally
BHPOGHHKA TA KOHTPOK SIKOCTI: Viilage, Bachupally Manda), Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

U1-p Peani’c Jla6opatopic Jita, ®TO ~ II, Hinsraus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83 c. Bauynaai, bavynani Manaan,
oipyr Measan Mankaiiripi - 500090, wrat Tenanraua, Inain,
Jliuensin Ne 63/RR/AP/AG/F/R

13. Microbiological purity
MikpoGionoriyna uncrora

[Total Aerobic Microbial Count|Less than 10 CFU/g/ Not more than 500 CFU/g / He 6inbwe 500
(TAMC) / 3aranena xinecicreiMenmre ai 10 KYO/r KYO/r

AepOOHIUX Mikpooprauiamip

(TAMC) Less than 10 CFU/g/

Total Yeast and Mold CountiMetine wisk 10 KYO/r Not more than 50 CFU/g / He 6inwwe 50 KYO/r

TYMC) / 3aranesa kinwbkicT
VPIKIDKOBUX | MicHaBAX rpubin
{TYMC) Absent in 1 g/ Bigcytnib Ir
Escherichia coli __IAbsentin 1 g/ Bincytnis Ir

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation ¢fthe-i rting country or
product specification file for Investigational Medicinal Products. The batch processing, packaging and b‘%ae'gérds_ reviewed
and found to be in compliance with GMP.” . @ 4 0.4

= s 3 ; p ; SNe. e
ZDexnapauis npo ceprudixanito: “Lluv 3aCBHIMYIO, 1O BHILEBHKNIANEHA iHdopmania cnipamxnaff oA, !T%cepm y Byna

BUTOTORIIEHA, BKIOYAIOYH yNaKOBKY/MApKYBAaHHA Ta EPEBIPKY SKOCTI Ha BULIE 3ranaHomy caffd )y HOBHJ EMuocri 3
sumoramu GMP micuenoro Perynstoprol oprasy i ginnosioHo no cneundrikauiii, wo micrateca f i %‘P«%m e Siprosiit
nivewsii kpainu-imnoprepa a6o y Aocke cneundikauil npoxykry ang nocnimxyeanHux JiKkapchiy \I&WIM ‘%ﬁg‘ diggbpobui,
YNaKoBLI Ta ananizy Gynu neperasHyTi Ta BCTAHOBAEHO BiAMOBIAHICT GMP.” 210 “ X
.'o"b?a ol
*’-’h v -o*l""’A
ain
“ o . ;-;PEH;;O‘ *‘r) ;ﬁ/

Remarks: The product confirms to above specifications 5 iy Y ED

Mpumitka: Mponykr Rignopisae BUUEsasirauedij cneundixanii é?e il H
Tested by / Tectysas: Document Checked by / IMepesipus: E ’é o pigasEss-thme and Position /
B. Satya Narayana / Quality control — 3. Latha / Quality control — Team M % I’ Ta [locana:
Team Member % R S 60008 y Assurance — Team

>
g ‘o ("o ‘»%é’
"9 . F q:g
Koy o

Sign & Date / innue/Mara: 19-08-2023 Sign & Date / [Tianuc/Oara: 19-08-2023 1 / Minnuc/ara: 19-08-2023




AEPIKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJHIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoi. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKiCTHL BBE3€HOI0 B YKpaiHy JikapchbKoro 3acody

13.02.2024 Ne 5574/24/1011

NETPHH®

{HaHMeHYRAHHA MiKapehkoro 3acofy 2rifHo = peccTpaniinHM IOCBITICHAAM)
TabneTKH, BKPATI ILIIBKOB0I0 000J10HK0I0, 10 10 Mr 1o 10 TadmeToxk y daicTepi; no 2 daicTepn
Yy KapToHHil Kopooni

(topMa EHITyCKY, 103YBAHHSA, RHJ] HAKYBAHHA JKAPCEKOTO 33coby)

Howmep peectpaniiinoro nocgimacras UA/6789/02/01 crpok nii peectpaniitnore noceimaenss 01.01.2099
Cepin nikapcekoro 3acoby Ne B2303295 KimukicTh BRe3eHOTO HiKapchkoro 3acoby 22050

BrpoSHEK JI-p Peqmi’c JlaGoparopic JIta, ®TO — II, Iamis

(HaliMeHYBaHAA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXO0MeHHNA)

Brezeno B Yxpainy ToBaprcTBO 3 00MexeHo0 BinnmoBinaasnictio "/p. Penai’c
JlabopaTopiz", inenr. xox: 37560808

(BafiMeHyBaHHA Ta KoX 33 €JIPIIOY oprAETHOI ocoSH afo npisBHINe, iM'A, Mo 6aTEKOEI dizHIHOL
ocobH - mianpHemn, 1i Miclie TPOXKHBAHHA Ta peccTpanifinyi HoMep OGNiKORO] KAPTKH IITATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

Ipotokoen Bizsyannaoroe xeaTpoo six 09.02.2024 N 0086/2.

3a PC3VIIRTATAMH JEPEARHOTO KOHTPOIH» BCTAHL

CE

_E____‘_F_,_
ALy rHat

v
o ol




CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCTI

Dr.Reddy’s €i¢

Page /Crop. 1 0of /3 4

Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in
blisters

Mpoaykt: HETPHH®, TatneTkn, BKPUTI MIiBKOBOI)
pGonoHKo10, no 10 mr Na20 (10x2) y 6anicTepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

1 TaGnerxka MiCTATEL UeTHpA3NNY rigpoxsopnay 10 mr

Country of manufacturer: India
KpaiHa-snpoduunic: luaia

Batch / Cepist Ne: B2303295

Batch Quantity / O6’em naprii: 173725 Packs / 173725
NaKOBOK

Analytical Report / Ananituannii ssit Ne: 2002FP23002532

Date of Analysis / laTa pocnigkenna: 04-11-2023

Date of Manufacture / lara supounurna: 08/2023

|Date of Expiry / Tepmin npuaaThocTi: 07/2026

Registration certificate / Peecrpauitine nocsizaenys Ne;
UA/6785/02/01

Yalid tilk / Aliticue po: unlimited / neodmemennit

Order of MOH No: Nel570 from 08.12.2017 / Haka3z MO3 Yxpaiau Nel570 Bin 08.12.2017

Size and type of the package / Poamip Ta THN naxkysanns:

10 tablets in a blister; 2 blisters in a cardbeard box labeling
in Ukrainian language /
no 10 Tabaerok y Gnicrepi, no 2 Gnicrepu B KapTOHHIN

Kopofiili 3 MAPDKYBAHHAM YKPATHCLKDIO MOBOK)

quality control / Halimenyranpsa, anpeca Ta HoMep finewusil
BHpPOOHHKA T2 KOHTPOJIEO AKOCTI:

Name, address and numbers of the licenses of manufacture and |Dr. Reddy's Laboratories Ltd., FTO - 11

urvey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally

illage, Bachupally Mandal, Medchal Malkajgiri District -

00090, Telangana State, India, No 63/RR/AP/96/F/R

-p Penni’c Jlaboparopic JIta, ®TO - 11, Jincruus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83 c. Bauynani, Bauyynani Mannan,
oxpyr Menaan Mankaiiripi - 500090, wrar Tenanrana, luain,

inensisn Ne §63/RR/AP/96/FIR

Test / Tect

Result / PesyneTar

Specification / Cnenndivauia |

‘White colored, round, biconvex film coated tablet
with a plain surface on one side and a breakline
debossed on the other side / Kpyrai nsoomyxmi
TabneTKH, BKPATI MNiBKOBOK 0b0MOHKOK Ginoro
KONBOPY, 3 PO3AINIOBAALHOK! CMYTOIO 3 OJIHOIO
GoKy Ta rmageHbki 3 iHmore Hoky

1. [Description / Onue

[White colored, round, biconvex film coated tableq
with a plain surface on one side and a breakline
debossed on the other side / Kpyrui asoonyxni
rabneTky, BKpUTI MNiBKOROI 060s0HKOK Hinoro
Konbopy, 3 PO3AUTIOBANTEHOKY CMYIOIO 3 OIHOTQ
BoKy Ta raaeHeki 3 iFmoro Goky

2. [Identification Complies as prescribed / Bignopiaae Bumoram

The retention time of the peak due to Cetirizine

InenTrdikalis

3. |Dimension / Po3smipn
Diameter / Hiamemp

Thickness / Toswjuna H
3.40 mm — 3.48 m
3.40 Mm -3 .48MM

Hydrochloride in the chromatogram of the sample
preparation corresponds to that of the Standard
prepatation under Assay / Hac yTpumyBaHHa niy
UETHpW3WHY TiApOXIOpHAY Ha XpoMaTorpami
sHNpoOOBYBAHOIO PO3YHHY Bianopinae yvacy
YTPUMaHHA TTiKY HA XpOMATOrpaMi cTasAapTHOTO
03YHHY.

8.2 mm £0.2 mm (8.00 mm - 8.40 mm) /
8.2 MM £0.2 MM (8.00 MM — 8.40 mm)

3.5 mm £0.2 mm (3.30 mm — 3.70 mm) /
3.5 mm 0.2 mm (3.30 mm - 3.70 mm)

4, |Average weight / Cepeans (189.0 mg/ 189.0 mr

191 mg +3.0% (185.3 mg — 196.7 mg) /

Maca 191 mr=3.0% (185.3 mr— 196.7 Mr)
5. |Hardness / TepaicTb 84N/ 84 H Not less than 25 N / He menwe 25 H
6. [Water / Bmicr Bonoru 3.5% wiw [Not more than 6.0 % w/w /He Ginblue 6.0%
7. [Disintegration Time / 06 minutes 02 seconds /

[Po3nananna 06 x8. 02 cek.

Remarks: The preduct confirms to above specifications
Hpumitia: [IpoaykT Bianopigae BumesazHadeHill cnemudikanii

Not more than 30 mny{ E g Gibiue 30 XBHAKK
" ‘ .

%

Document Checked by / Iepepipus: i!

Tested by / Tectypan: :
D. Latha / Quality control — Team N.V. Krishna / Quality control — Teafg
Member Member

Péefhne and Position /
’q ta Ilocana;

; ..ual ity Assurance —

Sign & Date / ITignie/Mara: 29-01-2024




CERTIFICATE OF QUALITY

CEPTU®IKAT AKOCTI

Dr.Reddy’s ":‘.

Page /Crop. 2 of /3 4

Product: CETRINE, film coated tablets 10 mg No20 (10x2) in
blisters

Mpoayxr: LETPHH®, TabaeTkH, BKPUTI 0AiBKOBOIO
oSononkoe, no 10 mr Ne20 (10x2) y 6nictepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

1 TabaeTKa MicTHTh NETHPU3IHAY riapoxaopuay 10 Mr

Country of manufacturer: India
Kpaina-enpoouuk: Tuaia

Batch / Cepist Ne: B2303295

Batch Quantity / O6’em mapTil; 173725 Packs / 173725
MAKOBOK

Analytical Report / Ananituunnii 3siT No: 2002FP23002532

Date of Analysis / laTa pocnimxennn: 04-11-2023

Date of Manufacture / Jata sapo6auursa: 08/2023

Date of Expiry / Tepmin npnaatnocti: 07/2026

Registration certificate / Pecerpauiiine nocsinuenns Ne:
UA/6789/02/01

Valid till / Jificue po: unlimited / neoGmexkerni

Order of MOH No: Nel1570 from 08.12.2017 / Haxaz MO3 ¥xpaiuun Nel570 sin 08.12.2017

Size and type of the package / Po3mip Ta TN nakysaxHa:

140 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian language /

no 10 Taénerok y Gnicrepi, no 2 GnicTepH B KapTOHMiii
Kopofii 3 MADKYBAHHSAM YKPaTHCLKOI MOBOKD

Name, address and numbers of the licenses of manufacture and
quality control / HaiimexyBanus, angpeca Ta Homep Jiensii
EAPOGHHKA TA KOHNTPOJII AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
(500090, Telangana State, India, Ne 63/RR/AP/96/F/R

Ul-p Penai’c JlaGopatopic JJta, ©TO - 11, Ainssuus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83 ¢. bauynani, Bauynani Maupan,
okpyr Meggan Mankaiiripi - 500090, wrar Tenanrana, Inaia,
UTiuenzis Ne 63/RR/AP/96/F/R

8. |Uniformity of Weight /
O IHOPiIHICTL MACH

Complies / Bignesinae

When 20 tablets are weighed not more than twj
of the individual weights deviate from the averag

eight by more than +7.5% and no tablet should
gviate: by more than £15.0% / IIpn ssaxysauni
20 tabretok, He Ginbe 2-x TAGNETOK MOXYTH
[siapisusTRcs Bin cepeanbol MacH Ginblue Hix H

+7.5% Ta kofHa 3 TafneTok He HOBHHH:|
La'inpis,mucs macoio Dinsme Hisk Ha +15%

9. [Uniformity of dosage units |4.0 JAcceptance value AV <15.0/ IpulimantHe 4#ciI0
- OmHOPIAHICTb HOROBAHUX AV <15.0
OSHHHLD .

10. [Dissolution / Posuunnicts [100%, 98%, 101%, 97%, 99%, 99% Not less than §0% (Q) of labeled amount of
(Calculated as / ¥ |Cetirizine Hydrochloride is dissolved in 30
nepepaxyHKy H minutes / He menme 80% (Q) sin 3asmnenoi
C21Hz5CIN2032HCI) a‘ / l’m KINLKOCT] POTUKHACTECA Ha MpoTasi 30 xunun

v

/ JOKYME 11111%\)@:\'
“Eai\ M“ 'lu‘

f«;‘““'
5/

Remarks: The product confirms to above specifications
Ilpumirka: Ipoaykr pinnorifac umIe3azHadedil ceungikauil

Tested by / TecTyBas:
D, Latha / Quality control — Team

Member t @ p

Member

L

Document Checked by 7 Tlepenipus: H &
N.V. Krishna / Quality contro]

Sign & Date / ITinnuc//ara: 29-01-2024

Sign & Date / ITipnuc/Mata: 29-01-2024




CERTIFICATE OF QUALITY

CEPTU®DIKAT AKOCTI

Dr.Reddy’s ":'.

Page /Crop.30f /34

Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in
blisters

Mpoayxr: HETPHH®, Tabnerku, RKpHTI NJIBKOBOXO
000IcHKOT, Mo 10 Mr Ne20 (10x2) y 6nicTepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

1 TabneTrka MiCTHTE NETHPH3UHY riapoxsopuay 10 mr

Country of manufacturer: India
Kpatua-snpobuuk: Inain

IBatch / Cepig Ne: B2303295

Batch QGuantity / 06’em mapTil: 173725 Packs / 173725
NAKGBOK

[Analytical Report / Awanirnuumit 3giT Ne: 2002FP23002532

Date of Analysis / JaTa nocnianennn: 04-11-2023

Date of Manufacture / JaTa supofunursa: 08/2023

Date of Expiry / Tepmin npuaatroeti: 07/2026

Registration certificate / PeecTpauiiine mocginuenns Ne:
UA/6789/02/01

Valid till / diikcne ao: unlimited / neofmesxkennii

Order of MOH No: Ne1570 from 08.12.2017 / Haxa3z MO3 Ykpainn Nel570 six 08.12.2017

Size and type of the package / Pozmip T4 THN NaKyBaHHH!

10 tablets in a blister; 2-blisters in a cardboard box labeling
in Ukrainian language /

nio 10 rabaerow y duiticrepi, no 2 6icrepn B kKapToHRiNA
KopobiHi 3 MAPRYBAHHAM YKPATHCLKOI0 MOBOIO

Name, address and numbers of the licenses of manufacture and
quality control / Halimenysanns, aapeca Ta HoMep niven3iy
BHPOGHHKA T2 KOHTPOJII0 AKOCTI!

Dr. Reddy's Labdratories Lid., FTO - 11
Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally|
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, M 63/RR/AP/96/FR

UT-p Peaai’c Aafoparopic Jva, ®TO — 11, Ainsuuus Na 42p,
43, 44D, 45p, 46D, 53, 54, 83 ¢. Bawynauni, Bavynanai Manzan,

oxpyr Meauan Mankaiiripi - 500090, wrat Teaaurapa, Inais,
ineniig Ne-63/RR/AP/96/F/R

11. [Impurities / Jlomiumku

a) each known impurity /
KOXHa Binoma nomiuka

b) highest unkniown|
impurity /  uaibinswa)
HeRrioMa JOMIIKA

c) total impurities / cyma
noMiloK

0.005%)
IMP-B: 0.02%

IMP-E: 0.03%

0.05%

0.2%

IMP-A: Less than Limit of detection (LOD
0.005%) / Humime nimiTa Bnauasenns (JIB

IMP-C: Not detected / He BHsHAYEHA
IMP-D: Not detected / ne pi3HaueHa

IMP-F: Less than LOQ (LOQ = 0.041%) / Huxue
niMiTa KinbkicHoro HsHauenua (JIKB =0.041%)

= L) Not more than 0.2% / He 6inswe 0.2%

b} Not more than 0.2% / He Ginpine 0.2%

c) Not more than 2.0% / ue 6inbiue 2.0%

12. |Assay Cetirizing{ 9.92 mg/ 9.92 mr
Hydrochloride (Calculated
s C2HasCIN203-2HCI)
Kinekiche BH3HAYEHHA
LETHPUIMHY riEpOXTOpUAY
(B HEpEPaXyHKY Ha
1HasCIN,04-2HC])

from 9.50 mg/tab to 10.50 mg/tab / rig 9.5 Mr/Ta8

Remarks: The product confirms to above specifications
TpumirTka: [IpoyKT BignoRinae BumesasHaYeHiH cneundikanii

&

Document Checked by / Iepesipns: § &

Tested by / TecTypas:
D. Latha / Quality control — Team N.V. Krishna / Quality control — Teag
iMember 5 Member

v’ A ra [Tocana:

" ality Assurance —

Sign & Date / [linnuc/Mara: 29-01-2024

Sign & Date / [Tignuc/Hara: 29-01-2024




| ®e CERTIFICATE OF QUALITY
Dr. Reddy’s ".0 CEPTU®IKAT SIKOCTI

Page / Crop. 4 of /3 4
Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in  |Country of manufacturer: India
blisters Kpaina-supodunx: Ingin
MTpoaykT: UETPHH®, TabneTku, BKpHTI MIiBKOBOI0
0Gon0HK0W, o 10 Mr Ne20 (10x2) y GnicTepi
1 tablet contains: Cetirizine Hydrochloride 10 mg
1 TabaeTKa MiCTHTL NeTHPNIARY rigpoxnopray 10 mr
[Batch / Cepia Ne: B2303295 Batch Quantity / O0’em napTil: 173725 Packs / 173725
NaKoBOK
Analytical Report / Auaniraannii 3sit Ne: 2002FP23002532 Date of Analysis / laTa nocninkenns: 04-11-2023
Date of Manufacture / lata Bupo6uuuTea: 08/2023 Date of Expiry / Tepmin npraatnocri: 07/2026
Registration certificate / PeccTpauifine noceinuenus Ne: Valid till / Titictie mo: unlimited / neoBmemxennii
UA/6789/02/01
Order of MOH No: Nel570 from 08.12.2017 / Hakaz MO3 chpamn MNe1570 pia 08.12.2017
Size and type of the package / Po3mip Ta THN nakyBaHH4a: 10 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian language /
no 10 vaferok y-Baierepi, no 2 Guicrepr B xapToHniH
Kopobui 3 MApKYRaHHAM YxpalHcRK0I MOROID

Name, address and numbers of the licenses of manufacture and
quality control / HaliMenyBanHa, anpeca Ta HoMep minessit
BHPOGHHKA T4 KOHTPOJIIO KOCTI:

r. Reddy's Laboratories Ltd., FTO - I1
Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupaily Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, N 63/RR/AP/96/F/R
A-p Penai’e JTaGoparopic Ita, ®TO —II, Ainvuuna Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83 c. Bauynani, bauynani Maunan.)
oxpyr Menuan Manxkaiiripi - 500090, wrar Tenanrana, Inain,

inensin Ne 63/RR/AP/96/F/R

13, Microbiological purity
MikpoGionoriuna unctota |Less than 10 CFU/g /

otal Aerobic Microbiall Menme mine 10 KYO/r Not more than 500 CFU/g / He 6inbwe 560
ount (TAMC) / 3aransua KYOIr

KITBKICTH aepobuux(Less than 10 CFU/g /

Mikpoopraniamis (TAMC) [Menute nix 10 KYO/r

Total Yeast and Mold Count Not more than 50 CFU/g / He Ginsure 50 KYO/r

(TYMC) /  3araneHalAbsentin 1 g /Bincytnie Ir
KiNbKIiCTh OPIKIDKOBHX i
micHABHX rpuGie (TYMC)
|Escherichia coli Absent in 1 g/ BiggyTsi s Ir

NES Hity control at the above mentioned s:te(s) in full compliance
B ¢ gﬂ]ﬂtm'y\ Authﬁhfy,a d with the specifications in the Marketing Authorisation

of the importing country or product f' c:lf' ication yinvedtigational Medicinal Products. The batch processing,
packaging and analysis records were rg

HEW be/in/fompliance with GMP.”
Jexnapauis npo ceprudixaniio: “Aiy zacBiquyro, mq‘};! SBUKJIAICHA md)opmaum cnpagxHg i TouHa. Llg cepis
npoayKkTy Oyna BHrOTORNEHA, BRIFOUAHYY qakonxyfmapgyna' A Ta NepeBipKy AKOCTI Ha BHINE 3rafiaHoMy caliri (ax) y

NOBHI Bi,Ell'[OBi,Il,HOCTi 3 Bnmoramu GM '\ '@;;99611‘0??& n PHOT Oprany i anosmﬂo Ao cnenudikanid, mo MICTATBCS

GMP.”

Remarks: The product confirms to above specifications
Tpumitra: TpogyxT Binnosifae enilesasHadeHill cneundikanii

Tested by / TecTypas:

D. Latha / Quality control — Team
Sign & Date / TTinnuc/Mara: 29-01-2024 |Sign & Date / [Tiamic/MaTa: 29-01-2024

Member

Member \ g _
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| [ 13
Dr.Reddy’s Q;‘

CERTIFICATE. OF QUALITY

CEPTUQIKAT AKOCT]

Page / Cropiloff3d.

Product: CETRINE, film coated tablets 10 mg No20 {10x2) in
blisters

[Fpoaywr: HETPHH®, rabnery, BrpuTi NUHBKOBOWG
Ghos0nIc010, 1o 10 mr Na20 (10x2) y Gaierepi

I tablet contains: Cetirizine Hydrochloride 10 mg

I Tafacika MICTHTL LeTHPHIHHY Tiapoxaopuny 10 mr

Country of manufacturer: India
Kpatua-pupodnne: Inpis

Batch / Cepia Ne: B2303966

Batch Quantity / 06’em naprii: 86155 Packs / 86155
YIAKOBOK

Analytical Report / AnaniTHunuii 3Bit No: 2002FP23002816

Date of Analysis / Qava poenigmenns: 13-12-2023

Date of Manufacture / Jlata BupoGunurea: 11/2023

Date of Expiry / Tepmiu npupatwocti: 1072026

Registration certificate / Peecrpaniiine nocriguenna Nu:
UA/6789/62/01

Valid till / Jificue go: unlimited / neotmexenn it

Ovder of MOH No: Ne1570 from 08.12.2017 / Haxas MO3 ¥Yrpaiuu Nel570 nig 08.12. 2017

Size and type of the package / Po3mip Ta Thn naxyeanus;

10 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian language /

no [0 Fabacror y Gaicrepi, no 2 Gnicrepn B wapronmiii
KOPoOGUi 3 MAPKYBARHAM YRPATHCLKOIG MOBOIO

Name, address and numbers of the licenses of manufacture and
quality control / HalimenypaHus, anpeca ta HOMCp SiueHsii
BIDOOHIKA TR KOHTPONIO AKOCTH:

Dr. Reddy's Laboratories Lid., F1'0O - U

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District
500090, Telangany Staté, India, No 63/RR/APYGHTR

VI-p Pepai’e Maboparopic Jhin, OTO ~ H; Dinsusua Ne 42p,
43, 4dp, 45315, 46p, 53, 54, 83, c. Bavuyoani, Baaynasi Mana,
orpyr Menuan Mankaiiript -S00090, trrar Teaam awy, s,
UHiensia Ne 63/RIR/AP/OG/F/R

No Test / TeeT Result / PesyasTar Specification / Cneundirkanin
1. Deseription / Onuc White colored, round, biconvex film |Whiic colored, round, biconvex film coated tablet with{
coated fablet with a plain surface on one  |a plain surface on one side and a breakline debossed on
side and a breakline debossed on the (the other side / Kpyrni apooirysni TaGneTki, BKpirri
other side / Kpyrsi proonykai rabnerky,  juriekopoio  ofomoHkoio  Ginoro  konsopy, 3
BKPHTI MIliBKOBOI OBONOHKOKW BGinoro  [posmiyoRANLHOI0 CMYTOIO 3 ONHOTO BOKY Ta MafeHbK
KOJIRODPY, 3. PO3AIMIOBANBHOIO CMyro10. 3 [3 iHimoro 6oy
opgoro- 60Ky Ta CHajieHbKi 3 iHOIOTO
. ) Ooxy _
2, (identification / InentnixauixiComplies  as  prescribed  / The retention time of the peak due to Cetirizine
Binnosinae Brporam Hydrochloride in the chromatogram of the sample
preparation coreesponds to that of the Standard
preparation under Assay / Yac yrpumysaHHA Ty
LUETUPH3MHY — TiApOXNOPHAY  HAa  XpOMatorpami
BHAPODOBYBAHOTO  PO3YMHY  RiAmoBigae  uacy
YTPAMAHHA [iKY HA XPOMATOrpaMi CTaHaapTHOrQ
O3UHHY.
3. |Dimension / Possips
Diameter / Jiavemp 8.2 mm +0.2 mm (8.00 mm — 8.40.1mm) /
8.2 MM 202 MM (8.00 My — §.40 Mm)
Thickness / Toawyuna 3.5 mm +0.2 mm (3.30 mm — 3.70 mm)/
3.5 mm=+0.2 mm (3.30 mm - 3 ?G mm)
4. 'Average weiglt / Cepenna
Maca
5. |Hardness / Trepaicthb 56 N/ S6H

| Remarks: The product confirms to above specifications
Ipumirka: [TpoaykT pinnosinae Bumesasuayventiii cnenudixanii

Tested by / TecTynas:
D. Latha / Quality controf —

Team Member

-

N.V. Krishuoa/ Quality controi -

Memboer @

Dacument Checked by / I"Ie_penipn 5

Sign & Date / ﬂmnmé/ﬂafa: 14-12-

2023

Sign & Date / Tiannc/ata: 14-12-2023

Slgn & Date / Mhipnuc/Aara: 14-12-2023

v (uie J 774 ﬂf 2.05.34 él\/
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Dr.Reddy’s Q3¢

CERTIFICATE OF QUALITY

CEPTU®DIKAT AKOCTI

Page / Crop. 261734

Product: CETRINE, filin coated tablets 10 mg Ne20 (10x2) in
‘blisters

Hpogyir: HETPUH®, rabaerin; BepuTi nniskoscio
oGostoNKo10, N0 18 mr Ne20 (10x2) y Gnicrepi

I tablet contains: Cetirizine Hydrochloride 10 mg

1 rabaeTica MIiCTHTE HeTHpRIHKY rigpoxaopuuy 10 mr

Country of manufacturer: India
Kpaiua-pupobank: Ingin

Bateh / Cepin Ne: B2303966

Batch Quantity / O em napril: 86155 Packs / 85155' '
ynaxonox

Analytical Report / AnaaiTeunuii 3eit Ne: 2002FP23002816

Date of Analysis / Jata necainwenns: 13-12-2023

[Date of Manufacture / Jlata BupoGanursa: 11/2023

Date of Expiry / Tepmin nprgarnocri; 10/2026

Registration certificate / Peeerpaniiine nocsipuenns Ne:
UA/6789/02/01

Valid till / Fiticue go: unlimited / HeoBbMemen s

Order of MOH No: Ne1570 from 08.12,2017 / Harkazs MO3 Yxpainu Nel570 Bin 08.12.2017

Size and type of the package / Posmip Ta Tun naxysasus;

10 tablets in a blister; 2 blisters in a cardbourd boy Ia heting
in Ukrainian linguage /

ne 1 rabueror y Gaicrepi, no 2 Gaicreptt 8 kapronyiii
mnpuﬁui 3 MARKYBRUEIM YRPAICLKOI0 MOBOIO

Name, address and numbers of the licenses of manufacture and
quality control / Hafimenyranus, anpeca Ta nomep Aiuensii
supofniKa Ta KOHTPOIIO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - I

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupaliy
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/O6/E/R

Ul-p Peaai’c Ja6oparepic Jta, @TO - H, dinwuuna Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢c. Bauynaui, Bauwynani Masuyan,
prpyr Meguan Mankafiripi -300090, wrat Tenanrana, s,

UTiuemsin Ne 63/RR/AP/96/F/R

OBHOPIAHICTS MacH

6. |Water / Bamict nonorn 3.5% wiw INot more than 6.0 % w/w / He Ginswe 6.0%
7. Disintegration Time / 03 minutes 36 seconds / INot more than 30 minutes / He Gigniue 30 xsunnn
Pozmasanns 05 x8. 36 cex. ) .
8. {Uniformity of Weight / Complies / Bignosinae When 20 tablets are weighed not more than two of the

individual weights deviate from the.average weight by
more than £7.5% and no tablet should deviate by more
than £15.0% / Tlpu spaxcymanuui 20 Tabnerok, He
Sitsuie 2-x  TabMeTOK MOXKYTE  BiApizHATHCH Bin
cepeanbol MacH Olabwe HiK Ha  +7.5% Ta xonHa 3
radiieToK He MOBHHHA BiApiZHATHCL Macols Sinplue
i Ha £15%

Acceptance value AV <15.0/ Tpuitmansne ducio AY
=15.0

9, Uﬁ_iibrmity“(‘)_f dosage units./ | 4.7
QOHOPIRHICTS H030BAHNY
OIUHKUL

10. |Dissolution / Pozurnnicts
(Calculated as /

AepepaxynKy
C2| stC]NgngHC])

Not less than 80% {Q) of labeled amount of Cetirizine
Hydrochloride is dissolved in 30 minutes / He menme

]ﬁD“u {Q) sin sasepenol winskocTi posunMaces Aa
1]

potasi 30 xeunnn

Remarks: The product confirms to above specifications
N puwirka: Hpoaykr gianosigae BHIIEIa3HAYCHI crienmdikaniy

Tested by / Tecrysan;
0. Latha / (uality control — Team Member

Ty

Member

Documenl Checked by / Tleperipmy &
N V. Krishna / Quality control — Te

Lhune dnd. Posilion /
il I’ s raTlocana:
-/ Quslity Assivance -

Sign & Date / Minric/data: 14-12-2023

Sign & Date / Mianuc/Bara: 14-12-2023




CERTIFICATE OF QUALITY

CEPTHUQIKAT AKOCTI

Page/ Crop. 3ol /34

Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in
blisters

Mpoayxt: WETPHH®, rabnericn, BKPHTI HAIBKOBOIG

0O 0nonKo10, 10 1 M No20 (10x2) y GaicTepi

I tablet contains: Cetirizine Hydrochloride 10 mg

I raliaerra MiCTHTH HETHPH3UHY Tigpoxaopkay 10 mr

Country of manutfacturer:.India
Kpaiua-supofinuk: [npis

Batch / Cepin Ne: B2303966

Batch Quantity / Q4 em naprii: 86155 Packs / 26155
YIIAKOBOK

Analytical Report / Ananirdunuii 3siv Ne: 2002FP23002816

Date of Analysis / JdaTa foChimKeHRR: 13-12-2023

Daie of Manufacture / laTa supobuunrea: 11/2023

Date of Expiry / Tepmin npugarsocri: 10/2026

Registration certificate / Peccrpauiiiue nocsiguenan N
UA/6789/02/01

Valid till / Mificae A0: unlimited / necBmekensii

Order of MOH No: NeIS70 from 08.12.2017 / Haxas MO3 Yrpaius Nel1570 nig 08.12.2017

Size and type of the package / Poamip Ta Tun makysangs:

10 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian language /

no 10 rabaerox y Gaicrepi; no 2 Gricrepu s KapronHii
KOpolili 3 MAPKYBAHHSM YKPATHCLKOIC MOBOTO

Name, address and numbers of the licenses of manufacture and
quality control / Hafimenypauns, agpeca Ta womep niyensii
BHPOOHRKA TA KOHTPO0 SICOCTi!

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

U-p Pexni’e Jabopatopic.Jita, OTO — 11, Ninvunua Ne 427,
43, 44p, 45p, 46p, 53, 54, 83, ¢. Bauynaai, Bauynani Manaaa,
okpyr Meauan Mankaitripi -500090, swwrar Tenanraua, fnnis,

UTinensin Ne 63/RR/AP/96/F/R

11, {lenpurities / Jowmiwxu
a) each known impurity

KOXHA BIIOMa I0MiluKa

IMP-A: Less than LOQ (LOQ =

(JIKB =0.019%)
TMP-B:.0.01%

IMP-D: Less than LOQ (LOQ =

(JIKB =0.003%)

by highest unknown impurity,
! Hali0imLa nesinomMa
HOMILEKA
c) total impurities / cymg
oM iLIoK

0.07%

Hwkue nimiTa KinbKicHOro BUIHAYERHN

IMP-C: Not detected / He BU3HadeHa:
Huseve miMita xinbkicHOrO BH3HAUEHHS

IMP-E: Not detected / e BuzHaueHa
[V P-F: Not detected / we BH3IHAYGHA

0.019%) / Inot more than (,2% / ye Ginsuie 0,.2%

0.003%) /

not more than 0.2% 7/ ve-6imsiue 0.2%

not more than-2.0%/ ue Ginpiue 2,.0%

. |Assay Cetirizine
Hydrochloride {Calculated as
Ca 1 HasCIN2O5-2HCD)

Kinexicue BU3HAUCHHS
UETHPH3HHY riapoxnopuny (5
NEPEPaxyHKy Ha
21 HosCIN2O5-2HCD

from 9.50 mg/tab to 10.50 mg/tab during release / Bip
9.5 mr/rat no 10.50 Mr/Tad Ha MOMEHT BUIYCKY

from 9.0 mg/tab to 11.0 myg/tab during-shelf life / sin
9.0 mrfraé mo 11.0 wmrfrab ma npotazi Tepwiny
nbepiranys

Remarks: The product confirms to above specifications
Hpumirka: TponykT BIANOBiTae eyileza3paveiiil crenudikamii

lested by / Tectrynas;
1. Latha /-Quality control — Team Member

\p

Member

A

Document Checked by / Tepesipu .
N.V. Krishna / Quality control — Te

Sign & Date / [linmme//Tara; 14-12-2023

Sign & Date / Hiamnc/Jata: 14-12-2023




e
? Q’. CERTIFICATE OF QUALITY
Dr. REddy S Ne CEPTUDIKAT SIKOCTI

Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in Country of manufacturer; India
blisters Kpafua-gupobuux: Tuaia
Hpoaywr: UETPHH®, ratnericn, BRPUTI AAIBKOBGI
nhoacHR0I0, 10 10 Mr Ne20 (10x2) y GricTepi

I tablet contains: Cetirizine Hydrochloride 10 mg

L radrerka MicTrs neTHpHIMNY rigpoxaopuay 10 mr

IBatch / Cepin Ne: B2303966 Batch Quantity / O6%em naprii: 86155 Packs / 86155
HRKOBOK

Analytieal Report / AnaniTaunni ssir Ne: 2002FP23002816 Dafe of Analysis / lata pecnimxenosn: 13-12-2023

Date of Manufacture / Jata supoGanurea: 11/2023 Date of Expiry / Tepmin npuparnocrti: 10/2026

Registration certificate / Pecerpauiiine nocsiguenns Ne: Valid tilk / Tificue no: unlimited / neoGmenenuii
UA/6789/02/01

Order ol MOH No: Ne1570 (rom 08.12.2017 / Hakas MO3 Ykpuiuu Ne1570 Bin 08.12.2017

Size and type of the package / Posmip Ta T makyeanns: 16 tablets in a blister; 2 blisters in a cardboard hox labeling

in Ukrainian language/

o 10 tabaerox y Gaicrepi, 1o 2 Gnicrepi b kapronniii

. o KOPOBIL 3 MAPKRYBARNIM ¥YRPATUCHKOIO MOTOID

Name, address and numbers of the licenses of manufacture and |Dr. Reddy's Laboratories Ltd., FTO « 11

quality control / HaiimcnyBsarHs, agpeca Ta HoMep Jinensit Survey No. d2p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
BHPOOHHKA TA KOHTPOJIO AKOCTE: Village; Bachupaily Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, No 63/RE/APOGT/R ;
Ji-p Pegai’e JiaGoparepic Jivn, @10 - 11, Ainnimus Ne 47},
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Bauynaimi Manuan,
oRpYT Mepuan Mamcaiiripi -S00090, urrar Tesanrana, ligin,
Hlinersia No 63/RR/APIGG/F/R

13, Microbiological  purily
Mikpodionorivaa yicToTa

Total  Aerobic  MicrobiallLess than 10 CFU/g / Not more than 500 CFU/g / He Ginstire 500 KV O/r
Count (TAMC) / 3arancual Merwe uix 10 KVO/Ir

KLILKICTS aspolbHHX

Mixpoopranizmin (TAMC)  |Less than 10 CFU/g / _

Total Yeast and Mold Count{Menme mix 10 KYO/r Not miorg than 50 CFU/g / He 6insue 50 KYO/r

(TYMC)/ 3aransna xinbkicts
pEIOBUX | ruticksieux|Absent in | g/ Bixcytui g v
rpubis {TYMC)
Escherichia cofi L o JAbsentin 1 g/ Bincyruis Ir |

Declaration of certification: “I hereby certify that the above information is authentic. and accurate. This batch of product has been’
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GNP
requirements. of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country or
product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed.
and found to be in compliance with GMP,”

Hewsapanin npo cepriudikanito: “IIuM 3acBinuyo0, Mo BHUEBHKIAiEHA indopmauis cnpamxia i Touna. Lla cepia npomykTty Syna
BULOTOBNCHA, BKUOUAIONH YIAKOBKY/MAPKYBaHHA Ta Neperipky 2KOCTL Ha BHUIE 3ragaroMy caiiti (ax) ¥ noswii siznonianoct 3
piiMoramus GMP micuesoro Perynstopuoi.oprany i signosimmo go cneundixauiii, mo Mictatbes B peecTpauifinomy nocse / Toprosii
MiueHsii - kpaiun-iMnoprepa abo.y gocke cremudikanii NPORYKTY ANA BOCHLKYBaHHX NIKAPCRKHX 3ac0Bin. ﬂoxxme‘ﬁm no obpofui,
yNAaKoBUi Ta AHAM3Y OyIH NeperTaHyTi Ta RCTAHOBNICHG BiMOBIAHICTE GMP.” e

e3azHaveniil cnenpdixauil :
- Document Checked by / Tlepesipuif
Eipber INLV. Krishna / Quality control — Te

Member %

Sign & Date / Miganc/flzra: 14-12-2023 [Sign & Date / Ihanuc/data: 14-12-2023

Sme and Position/
§F 1M7s e Tocana:
Quglity Assurance —




TEPKABHA CJIYXKEBA 3 JIKAPCLKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KMiBCHKIN OBJIACTI

mpos. Ceitmaaoi Hagil, 3, M. Kuig, 02099, ten/dakc: {(044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody

19.02.2024 Ne 6727/24/1011

NETPHH®

{HallMeHYRAHHA MiKapCHEOTO 3aco0y IriTHO 3 peccTpaniiimyM NOCBiIcHAAM )
TabneTKH, BKPHUTI ILTIBKOB0I0 000J10HKOI0, 0 10 Mr 1o 10 TabmeTok y daicrepi; oo 2 daicTepn
y KapToHHi# KopoOni

(topMa BAITYCKY, I0IYBAHHSA, RAJ] HAKYBAHAA JTKAPCEKOTO 33c00Y)
Howmep peectpaniiinoro nocsimacras UA/6789/02/01 crpok nii peectpaniitnore nocsimaenns 01.01.2099
Cepin nikapcekoro 3acoby Ne B2303958 KinexicTs BBe3eHoTO Hikapcsxoro sacoby 174370

BrpotHuk JI-p Peqni’c Jlaboparopic JIta, ©®TO — II, Ingis

(HailiMeHyBaHAA BHPOOHNKA MKAPCEKOTO 3aco0y, KpaiHa ToXoKeHHA)

Beezeno B Yxpainy ToBaprCcTBO 3 00Mexenolo BinnoBiansmictio "Jlp. Penai’c
JlabopaTopiz", inenr. xox: 37560808

(HailiMeRyBanmHA Ta ko[ a €JIPIIOY loprmraaoi ocobn abo mpizeume, iM'a, mo HaTkkoRi $izrmol
ocobu - miampuemna, 1i Miclie NpoXKHBAHNHA Ta peccTpaniiimiii HoMep obIiKOROT KAPTKY IMIATHHKA
IOJATKIB a0 cepisl Ta HOMep HacmopTa)

3a pe3yNbTATAMH JICPKABHOTO KOHTPOIIO B 3acid BBeseHO B VYKpaimy 3

AOTPHMAHHAM BHMOT 32KOHOAABCTBA MO0 3acobiB.




CERTIFICATE OF QUALITY
CEPTU®DIKAT AKOCTI

Dr.Reddy’s !‘:‘.

Page / Crop. 1 of /3 4

Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in
blisters

[Ipoayxr: UETPHUII®, TabaeTkH, BRKPHTI NAiBKOBOIO
joSononxkoro, no 10 mr Ne20 (10x2) y Guicrepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

1 Tabaerka MICTHTH NETHPH3AAY Tigpoxaopuay 10 Mr

Country of manufacturer: India
Kpaina-snpobHuk: lugin

[Bateh / Cepia Ne: B2303958

Batch Quantity / O6'em napril: 1743845 Packs /174845
HAKOBOK

.Analytical Report / AnanirHunnii seit Ne: 2002FP23002792

Date of Analysis / laTa aociimxenns: 06-12-2023

Date of Manufacture / aTa pupoOHuuTsa: 11/2023

Date of Expiry / Tepmin npuaaTnocti: 10/2026

Registration certificate / Peecrpauiiine nocsiguennsa Ne:

Valid till / Dikicne no: unlimited / Heobmemen il

UA/6789/02/01
Order of MOH No: Nel570 from 08.12.2017 / Hakas MO3 Ykpaiun Nel570 pin 08.12.2017

Size and type of the package / Poimip Ta THn nakysanHs: 10 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian knguage /

e 10 rafisevoie y Gaicrepi, no 2 Gaicrepn » kaprouuiii
KOPoBH 3 MAPKYBANHAM YKPATHCLKOI MOBOIO

Name, address and numbers of the licenses of manufacture and (Dir. Reddy's Laboratories Ltd., FTO - U

quality control / HatiMenypanus, anpeca Ta Homep Jminensii Survey No. 42p, 43, 44p. 45p, 46p, 53, 54 & 83, Bachupally,
BHPOGHHKA TA KOHTPOIO AKOCTI: Village, Bachiupally Mandal, Medchal Malkajgiri Distriet -
00090, Telangana State, India, N 63/RR/AP/96/F/R

-p Peaai’e JaGopatopic JIra, ®TO — I, dinibunun Ne 42p]
, 44, 45p, 46p, 53, 54, 83, ¢, Bauynagii, Bauynani Mauaan,
wpyr Meauan Mankaitripi -500090, urrat Telaurauna, laaia,
inensin N 63/RR/AP/IG/F/R

Ne Test / Teer
1. |Description / Onue

Specification / Cneundikanin
White colored, round, biconvex film coated tablet with
1 plain surface on one side and a breakline debossed on
e other side / Kpyrni apoonywni TabNeTkH, BKpHTI

Result / PesyanTar
White colored, round, biconvex film
coated tablet with a plain surface on one
side and a breakline debossed on the

other side / Kpyrni nsoonykni Tabnerku, |maiskosoww  obonoHkoro  Oimoro  xonwnopy, 3
BkpuTi nniekosow obonoHko Ginoro 0341 NI0BANLHOIO CMY OO 3 OHOTO Goxy Ta rNajicHbKi
KONLOPY, 3 PO3AINICBANBHOI CMYTOIO 3 iHworo Goky

oanoro Goky Ta rnameHeki 3 iHWOro
Ooxy
[dentification / |neurndikaniafComplies as  prescribed /
Bingnosinae sumMoram

e retention time of the peak due to Cetmzmer
ochloride in the chromatogram of the sample;
Prepatatidil /coesponds to that of the Standard]
. 'paxiatilgn u% ssay / Yac yTpHMyBaHHS NiKy,
! ETHDUIMHY T | T \wnopnu,y Ha xpoma"rorpami
nnpoﬁo BaHOID |~ \p Binnosimae  Hacy
} % ‘H_ xpomarorpami CTAHEAPTHOrO

3. |Dimension / Posmipa
Diameter / Qiavemp '8.16 mm - 8.23mm /
B.16 MM — 8.23 MM
Thickness / Toswyuna
3.48 mm —3.56 mm / 3 5mm:|:02rnm (3. 30 mm — 3 70 mit)
3.48 mm -3.56 MM
4. JAverage weight / Cepeana  |192.0 mg/ 192.0 ur 191 mg +3.0% (185.3 mg — mg) /
maca . 191 mr :|:3_%_(185 3 Mr—l ij;r)
5. [Hardness / TeepaicThb S§N/ 58H ] ma : 25 H

Remarks: The product confirms to above specifications
TMpumitea: [IpoaykT Bianesisae sHne3azHayveHii cneundikauii
Tested by / Tectysas:

D. Latha / Quality control — Team Member

L

Sign & Date / ITignuc/Hara: 06-12-2023

j§ [ T2 Tlocaza:
By Assurance — Team




CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

Dr.Reddy’s €&¢

Page / Crop.20f /3 4

Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in
blisters

lMpoaywr: LETPUH®, Tatnericy, DIKPHTI NIIiDicoBOIO
0Gonorkoo, oo 10 mr Na20 (10x2) y Gaicrepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

1 TabieTRa MiCTHTL LEeTHPU3HHY rigpoxaopaay 10 mr

Country of manufacturer: India
K paina-supodauk: lnais

Batch / Cepin Ne: B2303958

Batch Quantity / O6°em napril: 174845 Packs / 174845
NAKOBOK

Analytical Report / AnaniTiusnii 3sit Ne: 2002FP23002792

Date of Analysis / llaTa gocaigmennn: 06-12-2023

Date of Manufacture / {aTa supobuvurea: 11/2023

Date of Expiry / Tepmin npuaatHocti: 10/2026

Registration certificate / Peccrpanifive noceinuenns No:
UA/6789/02/01

Valid till / Jjitcue ao: unlimited / weoBMenmenmii

Order of MOH No: Ne1570 from 08.12.2017 / Hakaz MO3 Ykpainu Nel1570 sin 08.12.2017

Size and type of the package / Posmip Ta TUn nakyBaHHA:

10 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian language/

o 10 Tabrevox y Giicrepi, no 2 Gyiecrepn B kapromnii
kopofil 3 MapKRYBAHHNM YKPATHCHKOI0 MOBO10

quality control / HaiimenyBanus, aapeca Ta HoMep Nitensil
BHpPOOHHKA TA KOHTPOJIIO AKOCTI:

Name, address and numbers of the licenses of manufacture and |Dr. Reddy's Labaratories Lid,, FTO - 11

urvey No. 429' 43, 44!', 45Po 46135 53, M4 & B3, Bachupa!ly
Village, Bachupally Mandal, Medchal Malkajgiri District -
00090, Telangana State, India, Nt 63/RR/AP/96/F/R

~p Peani’c JlaGoparopic Jiva, @TO — I, Tineuiug N 42p,
3, 44p, 45[’; 4’511, 53,54,83,c. Ba “Yﬂaﬂlgsa'lynaﬂi Maupnan,
wepyr Meauan Manwshripi -500090, arrat Teaanrana, Inais,
likenzin N 63/RR/AP/9G/F/R

6. [Water / BuicT sonorn 3.8% wiw Not more than 6.0 % w/w / He Qinsire 6.0%
7. [Disintegration Time / 05 minutes 49 seconds / Not more than 30 minutes / He Ginpuie 30 xsunuu
PoznaaanHs 05 xs. 49 cek. !

"8. [Uniformity of Weight /
O aHOpifHICTL MacK

Complies / Bignosinae

When 20 tablets are weighed not more than twe of the
individual weights deviate from the average weight by
more than +7.5% and no tablet should deviate by more
than £15.0% / Tlpu ssaxcypakni 20 Tabnerox,
Ginbine 2-x TAGNETOK MOXYTh BIiADIIHATHCA &i
cepanbei Mack Ginblie Hix Ha  +7.5% Ta wonna 3
rafleToK He NOBMHHA BLANIIHATHCH MECOHD Binbiuel

OIHHHLUE

ik ma +15%
9. [Uniformity of dosage units / |2.8 Acceptance value AV <15.0/ [IpuiiMansHe yncio AV
O nHOPIAHICTE A030BAHHX <15.0

10. [Dissolution / PosunnnicTe | 98%, 95%, 93%, 96%, 100%,
(Calculated  as / B
nepepaxyHKy HZ{

[C21H2sCIN2O3-2HCY)

98%

Remarks: The product confirms to above specifications
MpumiTrea: [Npooykr pignoeisae Bumesasuallemﬁ crleul-ld)ucauu

[Tested by / TecTyean:

D. Latha / Quality control — Team Member

Lz —

Member

N. V Krishna / Quality control -

A

Sign & Date / [Tianuc/Mara: 06-12-2023




CERTIFICATE OF QUALITY

! | 4
: 9 9 CEPTUDIKAT AKOCT!
Dl" . Reddy S ‘L Page /Crop. 30f /34

Iﬁoduct: CETRINE, film coated tablets 10 mg No20 (10x2) in  (Country of manufacturer; India
blisters Kpaina-supotunk: [Hain
Mpoayxr: LETPHUH®, TabneTky, BKPHTI MIiBKCBOIO

n6ononicole, no 10 mr Ne20 (10x2) y GaicTepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

1 Taf1eTka MICTHTH LETHPH3IHHY rigpoxnopuay 10 mr

Batch / Cepia Ne; B2303958 L_lfatch Quantity / O6’em naprtil: 174845 Packs / 174845
[ynaxoBaK

Analytical Report / Anagirnunnil 3gir Ne: 2002FP23002792 [Date of Analysis / lata aocnimkenns: 06-12-2023

Date of Manufacture / {ata BupoSHHuTsa: 11/2023 Date of Expiry / Tepmin npuaatrocti: 10/2026

Registration certificate / PeecTpauiitue nocgiguenns M Valid till / Tittcne g0: unlimited / HeoGMemenmit

UA/6789/02/01 1

Order of MOH No: Nel570 from 08.12.2017 / Hakaz MO3 Ykpaluu No1570 sin 08,12.2017

Size and type of the package / Poamip Ta THI naKysanng: 10 tablets in a blister; 2 blisters in a cardboard box la beling

iri Ukrainian. language /

no 10 rabnerok y Gaicvepi, no 2 Gnicrepy B xapronnii
ropobui 3 MapKyBaHHAM YKpalHCLKOI MOBOID

Name, address and numbers of the licenses of manufacture and [Dr. Reddy's Laboratories Lid., FTO - 11

quality control / HatimenyeaHus, agpeca Ta Homep niuensii Burvey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupaily

BHpoGHHKA Ta KOHTPOJIIO AKOCTI: Village, Bachupally Mandal, Medelial Malkajgiri District -

500090, Telangana State, India, Nt 63/RR/AP/96/F/R

Ul-p Peani’c JaGopartopic Jita, ®TO — I, Miasusiun N 42p,

43, 44p, 45p, 46p, 53, 54, 83, ¢. Bauynani, Basymasil Mauaan,
Kpyr Ménwan Manaksiiripi -500090, wrar Teaaniana, luais,

Ellllemia N 63/RR/AP/IGIE/R

) each known impurity /4 IMP-A: Less than LOQ (LOQ = 0.019%)/ hot more than 0.2% / ne 6inbwe 0.2%
0%HA BiAoMa JOMilLIKa Huxkue nimiTa KinbkicHOro BU3HAYEHHS
(JIKB =0.019%)

IMP-B: 0.01%

IMP-C: Not detected / ue BuiHaueHa
IMP-D: Less than LOQ (LOQ = 0.003%) /
Hueue NiMiTd KiNLKICHOTO BH3HAYEHHA
(JIKB =0.003%)

IMP-E: Not detected / He BUzHaueHa
[MP-F: Not detected / ne pu3H

1. I:I](mpurities / HoMiurku

b) highest unknown impurity]

naiibinbina  Heminoma.07% LS
nomMilxa \1\.:: HTI
c) total impurities / cyma[0.2% RORIcIE
[aoMilIoK
12, |Assay Cetirizine] 9.86 mg/ 9.86 mr

Hydrochloride {Calculated as

C21HzsCIN205-2HCI) /4.0 mg/tab to 11.0 mg/tab during shelf life / Bin

Kinbriche BH3HAYEHHS ) /' mr/ra6 o 1.0 mr/1a6 na npoTasi TepMiny
LUETHPH3UHY riapoxnopuny ( ~ROepiraHns
nepepaxyHKy

C21H25CIN20s-2HCT)

Remarks: The product confirms to above specifications
HMpuamitka: [TponyxT BiAnosiaae BUlIesasHaYeH il cneundikanii .
Tested by / TecTypas: Document Checked by / [Mepesipne
D. Latha / Quality control — Team Member [N.V. Krishna / Quality control - T

Merm ber
e X%

Sign & Date / ITignuc/data: 06-12-2023  [Sign & Date / Tlianuc/Hara: 06-12-202




CERTIFICATE OF QUALITY

)
) q.. CEPTUDIKAT AKOCTI
Dr" Reddy S o Page / Crop. 40f /34
Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in Country of manufacturer: India
blisters Kpatna-enpobuux: [Haia

Mpoaykt: HETPUH®, TabneTiu, BKPHTI NAIBKOBOK
0GononKkok, no 10 mr No20 (10x2) y GnicTepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

| TafaeTka MiCTHTEL UETHPpH3INAY rigpoxaopuay 10 Mr

Batch / Cepin No: B2303958 Batch Quantity / O6’em napril: 174845 Packs / 174845
MAKOBOK

Analytical Report / Ananituaruld asit Ne: 2002FP23002792 Date of Analysis / JaTa gociaimxensa: 06-12-2023

Date of Manufacture / Jata sapoGunnrsa: 11/2023 [Date of Expiry / Tepmin npuaarrocti: 10/2026

Registration certificate / Pecerpauiiine nocsinuenus N: Valid till / diiicue go: unlimited / neoGmemenni

UA/6789/02/01

Order of MOH No: No1570 from 08.12.2017 / Hakas MO3 ¥kpainn Ne1570 Bia 08.12.2017

Size and type of the package / Posmip Ta THn nakysauus: 10 tablets in a blister; 2 blisters in a cardboard box labeling

in Ukrainian language /

no 10 Tatnerok y Gnicrepi, no 2 GaicTepu B kaprorwii
KopoBiui 3 MApKYBaHHAM YKPalHCLKOH) MOROIO

Name, address and numbers of the licenses of manufacture and [Dr. Reddy's Laboratories Ltd., FTO - I1

quality control / HaliMenyBannus, ajpeca 14 Homep giuensii Survey No, 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally|
BHPOGHHKA T3 KOHTPO/IK AKOCTI: Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

-p Peaai’c Jla6oparopic Jitn, ®TO — I, Jinsnuua Ne 42p,
E‘S, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Bauynani Mawujgan,)

kpyr Menuan Manxaiiripi -500090, wrar Tesnranrana, lnain,
ines3in Ne 63/RR/AP/96/F/R

13. [Microbiological _ purity
MikpoGionoriuma uucrora

Total Aerobic MicrobiallLess than 10 CFU/g / Not more than 500 CFU/g / He Ginsiue 500 KYO/r
Count (TAMC) / 3aransnal Meume uix 10 KVO/r

KinbKiCTB aepobHuX

Mixpoopranismis (TAMC)  [Less than 10 CFU/g/

Total Yeast and Mold Count/MeHwe wi 10 KVYQ/r Not more than 50 CFU/g / He 6inbiee 50 KVO/r

(TYMC)/ 3aransHa KibKicTs|
npixcmxoBUX i TuticHaBux[Absentin | g / Bincyrui s Ir
rpubis (TYMC)
Fscherichia coli Absent in 1 g/ BincyTHi B Ir

Declaration of certification: “[ hereby certify that the above information i
manufactured, including packaging/labelling and quality control at the 0% >(8)
requirements of the local Regulatory Authority and with the specificatiop A0sation of the importing country or

product specification file for Investigational Medicinal Products. The b :

and found to be in compliance with GMP.” "ir)
MILLMBK s~1} .
Hine 3rananomg3¢ i

Jexnapauia npo ceprudikauio: “Lium 3acBiauyo, wo BALIEBUKNALE ;
N 1%111 Lo MICTWI;I:G’H* p/peecTpauiiHoMy focke / ToproBili

nivensit :cpamu-mnop’repa afo y nocee cneuundikauii NPOAYKTY RIS \s'. 1E ag‘umﬁm X 3acobiB. JokymeHTH no o6pobui,
yNIaKOBUI Ta aHamizy Gy./iu nEpernfaHyTi Ta BCTAHOBNEHO BiANOBiAHiICcTE GMPX

Remarks: The proeduct confirms to above specifications

TipamiTika: [Iponykr pianosinae BuuezazHaueHili cneundikarii .
Tested by / TecTypab: Document Checked by / [lepenipusg
D. Latha / Quality control — Team Member [N.V. Krishna / Quality control — Teg#

[ z Member %

Sign & Date / [Minouc/Mara: 06-12-2023  [Sign & Date / IMianue/TaTa: 06-12-2023 1Rag




CERTIFICATE OF QUALITY

CEPTUDIKAT SIKOCTI

d table

10

IE?’:‘()d et CETRINE, film coate mg Ne24 (10x2) in
Blisters

Dpoaysry WETP M ®, rafaericn, vrpuri niBkoBoIo
OBOTORKOI0, 1o 1O M N0 (10x2) y Gnierepi

Ftablet containg: Cetirizine Hydrochloride 10 mg

j rabserica MICTHTD HeTUpuu Y Tigpoxnopuny 10 mr

Country of manufacturer: India

Kputus-supoume: Tagin [

Batch / Cepis Ne: B24007142

Batch Quantity / Oﬁ’EFM na;ﬁ*ii’: 171730 [}
TAKGBOK

\nalytical Report / Ananiraang 3Bt Ne: 2002FP24000158

Date of Analysis /,I(arauo S¥if 15: 2

Datc of Manufacture Aata supobunursa: 01/2024

Date of Expiry / Tepmin npraaTnocri: 12/202¢

Registration certificate / Peecrpaniitne nocsigern Noe:
UAG789M02/01
Order of

OH No: Ne1570 from 08.12.2017/ Haxas MO3 Ykpainn Nel1570 pin 08.12.2017

Valid till / Titicue go: unlimited / neoGme

Size and type of the package / Posmip va run NAKYBAUHS:

10 tablets in u blister; 2 blisters in a cardboard hox r:nu?iﬂ}};
in Ukrainiau language /

uo 10 raducror y Baiesepi, 1o 2 Daereps 5 e progui
ROPODII 3 Mapiy BaIIIs yiepaiien ioro MOBO1O

Naime, address and numbers of the licenses of manufacture and
quality control / H alimenysanum, ajpeca ra womep Jinensiy
BUPOGHNKA TA KOHTPOJIIO sTKoCT:

D, Reddy's Laboratories Led.,, FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
SO0090, Telangana State, India, Ne 63/RRIAP/O6/F /R

I-p Peani’c JaGoparopic Tex, OTO - 11 s s No -lB;ul
43, 44p, 45p, 46p, 53, 54, 83 ¢, Bauynai, Bavwynani Manaa, '
DRy Menuas Mauneaiiripi - 500090, wray Tesanrana, hoyis,)

Hinensin No 63/RR/AP/96/F/R

Result / Pesyaprar

Specification / Cueund

i, bescription ! Onue

with a plain surface on one side

OoKy Ta ragensxi 3 inworo Goky

White colored, round, hiconvex film coated tablet
and a breakline
debossed on the other side / Kpyrai HBOOTIYK
TaGACTIH, BKPHTI HiBKOBOO obononxoio Ginoro
KOIBODY, 3 POIMIOBANBHOW0 CMYTOI0

White colored, round, biconvex filme
with a plain surface on one side and a breakline
debossed on the other side ! Kpyrai HBOOIY KT
rabieTin, BRPUTL mriskosoo 0B0I0HKOI0 Biavro
KOMLOPY, 3 pORIMOBATLHOIO CMyroo 3 OLHOTO
GOKY Ta rajenski 3 innroro Bory

3 OnHoro

2. fidentification AComplies
inenrndirauis

as presceribed / Binnosinae susoran

peak due to Cetirizine
Hydrochloride in the chromatogram of the sample
preparation corresponds to that of the Standard
preparation under Assay / Yac YTPUMYBAHHS 1Ky,
UCTHPIBARY  riapoxsiopusy  na XpOMaTOrpami
BHITPOGOBYBaNHOrO posmRy  Bianosinae wacy
YTPHMARNS 11Ky Ha XpoMarorpami CTAHDAPTHOLC

The retention time of the pealk.

PodIny, . e i
8.2 mm 0.2 mm (8.00 mm - 8.40 mm)/
3.2 MM £0.2 MM (8.00 mu — §.40 MM)

3.5 mm £0.2 mm (3.30 mm 3,70 num) /
3.5 mm £0.2 mm (3.30 mm 370 mm)

191 mg +3.0% (1853 mg - [§ ».7""1“‘ng)/
191 Mr+3.0% (185.3 mr— 196.7 Mr)

Not less than 25 N/ He Menwe 25 H

Not more than 6.0 % w/w /He Binnme 6.0%

3. |Dimension / Posmipn MHA %
Diameter / [Jiamemp 8.10 migZ T wanwi To. AN
- B 7
8.10 v SEVLES %“‘
Thickness 77 06Uy UHY Ko 16 ‘“&,%
JA2BRG(3.49 meggw N Y@ D
. " i YO
3420 | Qs MO
4. |Average weight/ Cepenis |189.2 AL
Maca 1 Q'tq
Y1 C e w*‘
5. Hardness / Toepicry PN NP8 00V g
6. |Water / Bmict Bosorn 2.6"/3_}}//\&1 o s
7. [Disintegration Time / 05 minutes 49 seconds /
05 xB. 49 cex,

. |Posnananms

%

i) mindies He Ginpure 30 XBHINH
By, b

Remarks: The product confirms to above specifications
Hpumirka: Nponyxr BINIOBINAE BRIesasnayenit crenmrdikami

&

5020 B

Tested by / Tecrysap:
12. Latha / Quality control — Team
Member f ,.(‘}

Member

Document Chiecked by / [Tepenipus: §
A, Susmritha / Quality-cantrol

Al
&

e amd Position /
st v Tlocau:
")uz'llilj,f\f Assurance -

- Tea

A

N oLY 4

o
b&{k\




CERTIFICATE OF QUALITY

°® T CEPTADIKAT AIKOCTI
Product: INE, }“i}wg()d e t;{:hidsi{)mg?“@i{)(ﬂ}xmmn; wfumtizy(}% smmufﬁé{fm'éﬁf India o ' ;
blisters Kpatia-prpofiK: Juniv
’1

TIpoAyKT: HETPUHE, eafueri, sprt IBROR0H

ofoaoico, 1o 10 MY Je20 (10x2) ¥ Grierepl

{ tablet containg: Cetirizine Hydrochloride 160wy
icruTL IETHPUINHY TTAPOXNOP

_I_V(V‘Zra‘.@m"rt(a
fateh / Cep

ST
ga: 012074

e ooBienus Ma:
f MOH Noz 1570 1 12,20 Kp 1570 Bin 08122017
16 tablets in a blister; 2 blisters in a ecardboard box habclxné

jn Ukrainian language /

no 10 radneroxy gaicrepi, no 2 faicTepu B KapToHuii

ropohui 3 MapKEypaniam YRPATHCLIKOK MOBOI0
A U opoiul 3 MAPKYBAIIIM FEPAL. oS
Name, address and numbers of the licenses of manufacture and Dr. Reddy's Laboratovies Ltd., FTO - 1

quality control / Hajtmenysanns, axpeca o gomep hinensii Survey No. 42p, 43, 44p, 45p, 460, 53, 54 & 83, Bachupally

pupobHuKa T4 KOUTPOAID aKoCTi village; Bachupally Mandal, Medchal Malkajgiri District -
=00(90, Telangana State, India, N GI/RR/AP/IGF/R

N-p Penni’c JlaGoparopic JITi, @TO — 11, Hinpuaus Ne 42p.

43, 4dp, 45p, 46p, 53, 54, 83 ¢, bauymnani, Bawynani Manjgaa,

prpyr Mepuan Manxaiiripi - 500090, wrat Temanrana, fnais

inersis Ne 63/RR/AP/IG/F/Y

e

el SR -

RS i

When 20 tablets are weighed not ‘more than twol
of the individual weights deviate from the average,
weight by more than £7.5% and no tablet should
devinte by more than #15.0% / Tlpy apaicyBsari
() TabRerok, se Olrble 2% TABACTOK MOMKYTH
iapiansTiest Bi COpeRHBOT MACH Hinpuie Hiw Ha
7 5% Ta KOAmA 3 rabieToK HE  NOBWHHA
gk MAcoio Ol
coeptance value AV E
AV <15.0

e ————————

Ui formity of Weight ! Complies / Rignounigac
O pnopirHicts Mach

IR T
Uniformity of dosage units 3.6

/ (YHOPIIHICTH AO30BAIIA
oML e S —
b s than &0% (Q) o

. Dissolution/Poz‘mmximw; O s
(Calculated  as /B
repepaxysey Ha
(2 HasCIN;O32HCH

Cetivizine  Hydrodliforide s digsolved in 30
minates £ Fle seHine 0% () sin AUHRICTION
KISTRKOCTE POTHHHACTREA 1Y potasi 303

Remarks: The product confitms to above spectfications
TipumiTica: TIpouyxT BiZNOBIAAC puLe3AzHAYEHIN cremdixaii

Tested by / Tectypan: Document Checked by / epeni R
0. Latha / Quality control - Team

Member

EUURSWREEEC S

and Position /

A. Susmitha/ Quality control - Tez
Metnber

o
i T — it R
ate / TTimmac/ [lara: 30-01-2024

Sign & Date s

M"_.«—MMWM.MW,T 2



CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCTI

Dr.Reddy’s

Do/ Crop 3ol 79 4

Praduct: CETRINE, film econted tablefs 10 mg Ne20 (10x2) in
Difsters

Hpoaywr: IETPHH®, rabaerin, BRp gaisronow
ahodtoiecoio, 1o 10 sr Mo (10%2) y Saicvepi

I tablet contains: Cetirizine Hydrochloride 10 mg

| rabnerra mMicrums nerupiisumy rixpoxiopiiy 10 vy

Country of manufactorer: Indix o
Kpaitea-supobmue: bupia

Batch / Cepia Nox B2400142

Bateh Quantity / O6’em naprii: 171730 l”a&ksﬁ??fi
VHAKOBOK

Analytical Report / Auanirounmuii asit Nov 20008 P24000158

Date of Analysis / Jlara oeaizerenns: 27-01 »2()2ilm

Date of Manufacture / lara BupoGruurea: 01/2024

Date of Expiry / Tepmin ApHARTHOCTE: 12720

Registration certificate / Peeerpauiiine nocsiguenns Ne:
UA/GT85/02/01

Valid till / Aiitcae no: unlimited / :ﬂreofimememm

Order of MOH No: Ne1570 from 08.12.2017 / Haras MO3 Yicpainn Ne1570 nig 08.12.2017

Size and type of the package / Poswmip ra ran HAKYBAHMT:

10 tablets in a blister; 2 blisters in a cardboard hox labeling k
in Ukrainian language /
no 10 rabnerox y Gaticrepi, o 2 Gaicrepn B Kaprouniit

KOPOGHI 3 MADKYBAHHAM YRPATHCRIC0I0 MOBO10

Name, address and numbers of the licenses of manufacture and
quality control / Haiimenysanas, agpeca Ta Homep JHpensiy
BUPOGHAKA T4 KOBTDPOIW AKOCTI:

Dr. Reddy's Laboratories Ltd,, FTO - 11

Survey No. 42p, 43, 4dp, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangann State, India, Ne 63/RR/APIYGIT/TIL

H-p Peai’c JlaGopatopic Jdra, ®TO - 11, Ko No 42p,
43, ddp, 45p, 46p, 53, 54, 83 ¢. Bauynani, Bawynani Mangan,
oxpyr Meauan Manwkaiiripi - 500090, urrar T estanrana, o,

Ulinensin Ne 63/RR/AP/OGIF/IR

11 Jimpurities / Homimxn

4y each known impurity /
KOMHA BLIOMA ROMILIIKA

b) highest unknown
impurity  /  waiibinnia
fieRioMa Jomimxa

¢) total impurities / cyma
AOMIIOK

IMP-B: 0.02%

IMP-E: 0.04%

0.015%)
06%

0.3%

IMP-A: Not detected / ne BRIHAYCHE

IMP-C: Not detected / e BUIHAYEHA
IMP-D: Not detected / e BU3HAMEHA

IMP-F: Less than Limit of detection (LOD =
0.015%) / Huxue pinvira BasHavenna (JIB =

@) Not more than 0.2% / ue Sizpie 0.2%

b) Not more than 0.2% / ne Ginpime 0.2%

) Not more than 2.0% / 1ie Ginsime 2.0%

. |Assay Cetirizine
Hydrochloride (Caleulated
45 Cz11"}.25(73”\'203‘ZHCI) 7
KuibkicHe BUSHAYCHNS
UETHPHIHMY FiAPOXIOpHaY
(n nepepaxysKy Ha
CalesCIN. O3 2HCT)

9.86 mg / 9.86 mr

from 9.50 mg/diabto 10.50 m eftaly / 8in 9.5 s fab
10 10.50 mrirab

Remarks: The product confirms to above specifications
Hpsmiria: NpoayxT sinnosinae smnesasnavenii crieludikaniy

Tested by / Tecrypun:
D. Latha / Quality control

Member L ; Member

Z-

Document Checked by / Mepesipus: &
A.  Susmitha / Quality control — Teaty

gne and Position /

2 e

gIv’a Ta [Tocana:

44 (‘,:)u;uligy Assurance -

5 r:} oo

Sign & Date / Ilignmc/Tata: 30-01-2024




CERTIFICATE OF QUALITY
CEPTAGIKAT AKOCTI

Country of manafacturers by
Kpaina-supobunic Tapist

. o/ Cropodof/sa

ydin

Wi
tlisters

ipoaywr (ETPYHE, vabierst, prpn T HAIBROBOR
lfpaonre, 1o 10 ME Mz (102 Y gaterepl

I tablet contalns: Cetiviziae 1{ydrochloride 10 my i i
v 32400142 [fatch Quantity / O6em papril: 171730 Packs /171730 ‘
lynawonox ]

Date of Analysis / JL;(a n()&u, éiiirlﬂ;;??ﬁ')"l 3024

Drate o | “‘)ﬂﬂ. _’!}w{}nu?x:‘n'uocﬂ: |

B 3Bt Ned 2002
$1 lslxj)iwil;!l a: 01/

oy
[stte of Manufacture /
ration certificate/ ¥

[Regis
UA/6789/02/01 S
1 No: . gazs MO3 Y

unlimited / seofmexenni

yenmist Noes

A

wpal

1
in Ukrainian language /

nto 10 Tabnerory gaicrepi, no 2 GaicTepn B reapronuiil
sopodi 3 MApPKYBAHIAM VIO paritieh
Pr. Reddy's Laboratories Lid., FTO - 1

Gurvey No. 42p, 43, 44p, 45p, 46D, 53, 54 & 83, Bachupally
Willage, Bachupally Mandal, Mecdehal Malkaijgiri Distriet -
500090, Telangana State, India; Ne §3/RRIAPIOC/FIR

H-p Peani’c Jatoparopic AT, OTO ~ 1, Hipaus N 42
13, 44p, 45p, 46D, 53, 54, 83 ¢ Bauynadai, Bauynadi Mamaa.
prepyr Meapuan Mascaiiripi - 500090, wrar Tenanrana, it
i penyist Ne 63/RR/AP/SGFR .

and numbers of the licenses of manufacture and
quality control / Hajimenypaunst, agpeca T4 HOMEp srinensil
B POBHIICR T KORTPOINO aKoeTi:

Name, addyess

13, Microbiological purity /

MirpoBionoriia 44cToTa Less than 10 CFU/g/
Total Aerobic Microbiall Meniue nix 10 KYO/ir
Count (TAMC) / 3arajibia
KiABKICTS acpofimx|l.ess than 10 CFU/g/
MiKPOOPTaHiZMIB (TAMC) [Meimue g 10 KYO/r
Total Yeast and Mold Count
(rymey  / JarankHa|
CNBKICTE  ARDRAGKOBUX 1
icussux rpubis (TY MC)|Absentin 1 ¢ / Bineymi s Ir

Mot more than 500 CFU/g / He Gipue 500
1KY O/

Not more than 50 CFU/g / He Ginpmie 50 KYO/r

Absent in 1 o/ Biscytni B r

Declaration of certification: “1 hereby certify that the above information is authentic and accurate. This batch o [ product
has been manufactured, including packaging/ Jabelling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation
of the importing country Of product specification file for Investigational Medicinal Products. The batch processing.
packaging and analysis records were reviewed and found to be in compliance with GMP.”

Jlexaapanis 0po ceprudiranio: “Ligm 3acBiAYY10, 11O BRIIEBUKIIANEHE irdopmanis ¢
npoaykry Bymna BIFOTORICHE, BIJHOHAIONH ynakoBKy/MapiyBanis Ta nepeBipKy HXOCTI HA BAULE arasaHoMy caiTi (ax) y
[OBHIT BIANOBIHOCTI 3 BUMOraMi GMP micuesoro PeryasTopHoT oprany i BIATOBIAHO 1O creun@iKatii, wo MICTATHCs
B peecTpaiiHoOMy A0CHE { Toprosif Minensil Kpalau-iMIopTepa abo 'y poche enetdikanit mpomy KTy A AOCAIIPKYBAHNX
HIKAPCLKHX sacobin JJoXyMEHTH TI0 obpobul, yrakonui Ta anarrisy Oyan pepernsuyTi Ta BCTAHOENGHO BILNOBILHICTD
GMP? AeRNe V77

pasicHs | TOMHA. Lia cepia

X above specifications
j HIE3a3HANCHII CIteime picnii
Document Checked by / Tepenipng
A. Susmitha / Quality gontrol - Ted

S ; ,. v Member
- Q-

“““ 30-01-2024 \Sign&Dme/1"1in‘nuc/;ll};a'ra: 30-01-2024 |Sign < Date/ Mignne/ ara: 30-01-2024

Hix8me and Position /

i

un &D({t-c | Tipmme/ Hana:

..... U




JEP)KABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHKAMMU YV KUIBCBKINA OBJACTI

ripoB. CeiTnnynol Hanil, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €ZAPTIOY 37078774

BHUCHOBOK
NPo AKiCcTH BBE3EHOI0 B YKpaiHy JikapcbKoro 3acody

04.04.2024 Ne 6923/24/10

IETPUH®

(HaliMeHyBaHHA TiKapchKOro 3aco0y 3rifiHO 3 peecTpaliifHIM MOCBIIUEHHAM)
Ta6NeTKN, BKPUTI IJIIBKOBOIO 060;10HK010, 10 10 Mr mo 10 Tadaerok y 6aicrepi; mo 2 6iicrepu
Yy KapTOHHI Kopooi

(hopma BHIyCKy, N03yBaHHS, BHI NaKyBaHHA JIIKapChkoTo 3acoby)
Howmep peectpartiiioro nocsiguenns UA/6789/02/01 crpok nii peectpaniitnoro nocsiguerns 01.01.2099
Cepis nikapcskoro 3aco6y Ne B2400142 KinbkicTs BBE3EHOTO Jikapcskoro 3aco6y 450

Bupobuuk J-p Penni’c Jlaboparopic JIta, ®TO — 11, Inxis

(uaitMeHyBaHHs BUpOGHHKa JIIKapchKOTo 3aco0y, KpaiHa IIOXO0LKEHH)

Baesero B Yipainy Tosapucrso 3 06MexeHo0 BixnosinaabHicTio "p. Penui ¢
JlaGopaTopiz", inent. kox: 37560808

(nafiMenysanHs Ta koj 3a €IPTIOY roprauunoil ocobu abo mpi3BHILe, iM's, 110 6aTbkoBi disuuHol
ocobu - mignpreMi, ii Micle IpoXXUBAHHS Ta peecTpatifinnii HoMep 0611iKOBOT KApTKH MIIATHAKA
HoxaTkiB abo cepis Ta HOMep IIaclOpTa)

IIpoTokosn Bisyanbioroe kourpomo six 23.02.2024 Ne 0186/4.
JTaboparopHuit aHani3 IKOCTI JlikapcbkoTo 3aco0y 3miHcHeHMi:

Jla6oparopis dhapmakoneinoro ananizy 1T "Vkpaincekuit HaykoBUH (hapMaKoIIeHHMI LEHTp
SIKOCTI JIIKapChKHX 3ac00iB" (M. XapkiB, Byl ACTpOHOMiYHa, 33)

(HaliMeHyBaHHS Ta MiCLE3HAXOIKeHHs TaGoparopii, o npoBena JabopaTopHUI aHai3 AKOCTI)

BHCHOBOK IIOZ0 SKOCTI IiKapchKoro 3acoby, Buaanuit maboparopieio ix 04.04.2024 Ne 251/21924

PesyisTaTi 1a60paTOPHOTO aHalli3y AKOCTI JiKapchkoro 3acofy 3a MepeBipeHuMH NokasiuKamMu BIIMOBIAAKTH
BUMOTaM METO/IB KOHTPOIIO SKOCTi (aHaliTHIHO-HOPMaTHBHOT ZOKyMEHTaWii).

3a pesynbTATAMM JEPKABHOTO KOHTPOJNIO BCTAHOBIEHO, INO JHKAapchkui 3aci6 BBeseHo B YKpainy 3

JOTPUMAHHAM. BEMOr 3aKOHOIABCTBA 00 3a0€3MeTEHHS AKOCTI NiKapCHKUX 3ac00iB.

PRI







JAEPIKABHA CIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU y KUIBCBKTI1 OBJIACTI

poB. CeiTinynoi Hapii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: ds.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
HPo AKiCTh BBe3enoro g Yxpainy nikapeskoro 3aco0y
15.05.2024 Ne 24595/24/1011
LHETPUH®

(HaiiMenyBanms NKapcEKoro 3aco0y 3rigno 3 peecTpauiitaum TOCBINUeHHsM)
Tabaerku, BKPUTI ITIBKOBOIO 000J10HK010, 10 10 M 1o 10 Ta6xerox y Oaicrepi; no 2 Onticrepu
Y KapTOHHIH Kopo6ui

(popma Bumycky, AO3YBAHHA, BUL MakyBaHHA NiKapchKoro 3acoby)
Howmep peecrpaniitioro nocinerms UA/6789/02/01 CTpOx Aif peecTpaniiinoro noceixuenms 01.0] .2099
Cepis nikapcrkoro 3acoby Ne B2400142 Kinskiers BBeseroro nikapeskoro 3acoby 171000

Bupo6uuk H-p Pemni’c Jlabopartopic JItm, ®TO ~11, [unis

(HaliMenypanng BHPOOHMKa JTiKapchkoro 3aco0y, kpaina TTOXO/IKEHHS)

Bseseno B Vipainy Tosapucrso 3 o6mexenoro BilnoBinanbuictio "IIp. Penni'c
JlaGoparopiz", ixenr. xon: 37560808

(HaitMenyBaHHs Ta xon 3a €/IPTIOV ropuaninol ocobm abo npissuure, iM's, o 6aThKOBI iznunoi
0c06¥ - mixnpremuy, i Micue [pOXHBAKHA Ta peecTpamiiiyuii HOMep 0611ik0BOT KapTkH MaTHHKa
nonarkis a6o cepist ta HOMep nacropra)

IIpoToxoun Bisyaismore kontpomo six 14.05.2024 N» 1374/1.

32 pesymsratamu  gepsxasmoro KOHTPOIO  BCTAHOBEHO, 10 mikapchicit 3aci6 BBeseno B Ykpainy 3
AOTPUMAHHSM sumvor 3aKOHOAABCTBA WIONO 3a6e3MeYeHHS SKOCT] MKapCHKHX 3acoGis,

Onnra CPLOMIE

CHi LT ¢

AP. PEAAI'C &S

msowom».







A

CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCT!

e
Loy s g A  J ‘
Dy Reddy's .
Product; CETRINE. film coated tablets 10 mg No20 (1052) in
blisters

Hpoaywe: IETPHIEER, vadaerin, BRPOTI IIBKOBO
UGoacHKMO, 110 T My Xo20 (10x2) y Baicrepi

I iablet contains: Celirizine Hvdrochloride 10 mg

I hatoerks mic i neTHpusiy riapoxaopngy 10 mr

Pace /Crop 1o /34

Country of manuflacturer: India

Kpaina-supobusic: Duia

Bateh / Cepis Ne: B2400740

O O, e n e e

;-;zdi\{lcaF RL[)E_)H/ V.J\m;-iV}IUIi"I_'_l‘!:Ii]_iili’! 3sir Ne: 2002FP2400081 )

Date of Analysis / Mara Ageaikenus: 3 I~Q§;_2_(}g.r|

nufuacture / Aarta supobumirsa: 03/2024

Registz_';atémx certifieate / PeceTpaniiine nocsiguennn Ne;
UA/6T789/02/01

Date of e/ dat

_|[Date of Expiry / Tepatin apuaaraccti: 02/2027

Valid G/ Aidere ao: unlimited / HeoDMeIke  11j;

Order of MOH No; Na1870 from 08.12.2017 / Iawas MO3 Yipainu NelS70 gin 08.12.2017

Size and type of the package / Posmip ra run naxysaunn:

10 tablets in a blister; 2 blisters in a cardboarg boy labeling

in Ulcrainian language / ;
na 10 ratuerox y Gaictepi, o 2 Gnicrepy s KapToHHiit |
KOPOBIE 3 MAPKYBIHHIM vIpaiien ko1o MOBUKY

qualily conirol / Haiivenyeanun, AQpeECa 1a HomMep ineMsir
BHPODIHKA 18 KOHTPOA SKROCT:

Name, address and numbers of the licenses of manufacture and

Dr. Reddy's Laboratories Ltd., FTO - 1] }
survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupaihy:
Village, Bachupally Mandal, Medchal Malkajgiri Pistrict -
500090, Telangana State, India, Ne 63/ RR/AP/IG/T/R .
A-p Peani’c faGepatopic Jlrn, @TO 11, Hinbrnus Ne 42p.
43, 44p, 45p, 46p, 53, 54, 83 ¢. Bauynasi, Bauynani Mawaan,

oKpyT Meauan Maicaiiripi - 300090, wvar Teaanraim. IH.-‘IBE\J

Ulintersise N 63/RIVVA P/OGI/IR B

M| Test/Teer

Result / Peayinrar

WSbeciﬁcati{m / CIICI_:;.;_(bTi[}é_(IiS:_ i

. [Descri pliho i/ Onuc

White colored, round, biconvex &lm
coated tablet with a plain surface on one
side and a breakline debossed on the other
side / Kpyrni  asoonyxni Tabnericu,
BKPHTI  ITIBKOBOKO 0B0MOHKOWG BiNoro
KOIIBEOPY, 3 PO3AINORANLHOI CMYIOIO 3
OHOTO DOKY Ta IMAaASHBK] 3 JHLIOFD Doy

White colored, round, biconvex film coated
tablet with a plain surface on one side and a
breakiine debossed on the other side / Kpyrai
neoconykii  tabnerku, BKPUTI  TIBKOBOMO
0O0IOHKOI0 Hinoro KOJILODY, 4
PO3/UTOBANLHOK CMYIOIO 3 OAHOMO DoKky ra
rRzACHLKI 3 iHoro Soky

[dentification
Laenmidicanin

[N

BHMOanM

IComplies as prescribed / Binnosigae

The retention time of the peak due 1o
Cetirizine Hydrochloride in the
chromatogram of the sample preparation
corresponds  to  that of the Standard
preparation under Assay / Yac yrpustysaniix
MKY  LeTHpHansy FINPOXJIOPHIY  Ha
xpomarorpami  Bunpofosyravoro PO3IUHHY
BHUMOBIAAE  9aCy  YTPUMAHHA MKy  Ma
XPaMaTorpaMi CTaHAPTHORO PO3LUHY.

3. Dimension / Posmipu
Lricaneter / Aictemp 8.09 mm —-8.15 mm/
8.09 MM — 8.15 nam

Fhickness * Tosuuna
3.40 mm -3.47 mm/

3.40 sam - 3.47 mm

8.2 mm £0.2 mm (8.00 mm — §.40 mm) /
8.2 MM 0.2 My (8.00 mm - 8.40 MM}

3.5 mm £0.2 mm (3.30 pm - 3.70 mm) /
3.5 mm 0.2 mm (3,;;2@ = 3.70 mo)

Remarks: The product confirms to above specifications
Tlpumirka: TTpoayir sianosisae suwesaskavenii cnenudikauii

Tested by / Tecrypas:
D. Latha / Quality control — Team Member
Member

%%L« '

Document Checked by / Hepesips
AL Sasitha / Quality control

ATy

Sign & Date/ THinawe/Qara: 31-03-2024

Sigh & Date / TTignuc/lata: 31-03-2024

Pox oo £ 329,
AN 2




CERTIFICATE OF QUALITY

CEPTHU®IKAT AKOCTI

| .
Dr.Reddy’s Q3¢

Paie 47

Eraduet: CETRINE, film coated tablets 10 mg No20 {{0x2) in
Blisters

Upogywr: HETPHH®, rabaetin, BKPITI 11iBKOBOW0
oinAnHKoe, 1o FO me Ne20 (10x2) y Gnicrepi

! tablet contains: Cetirizine Hydrochloride 10 mg
Erafperca micTuTh e npsniy rinposiepiy 10 Mr

Butch / Cepin Ne: 32400740

Countr y of manufacturer: india
Kpafa-wipoinui: Inais

Iateh Quantity / O6’cm naprii: 17367 Packs / 17367

LT L

\uah ticul %u |u lt//\lld.,"ll'i"iillHHH 3aiT Ne: 2002FP240008 1 1

Bate of Analy sis / Jira noesipokenus: 3 1- 03- ’)074

Uz:h of Mdl]llld(.‘tl]l‘ef s BupobirnTBa: 03/2074

Duate of Expivy / Tepstin npngatrocri: 02/2027

chm:dtmn certificate / Peecrpaniiiie nocsiguenia No:
UA/6789/02/01

Valid till / Alificse no: unlimited / veoGmemenny

()rdr,r of MOH Ne Ntlﬁ’m from 08.12.2017 / Haras MO3 Ywpail

mn Nel1570 gin 08.12.2017

Size and type of the pdd(age / Po3mip T2 TN naxysanus:

10 tablets in 2 blister; 2 blisters in a cardboard box le&.!m;,
in Ukraimian language/

ity 10 Tabuetor y Garicrepi, no 2 Gnicrepu B KaproHiiii
KOpOTL 3 MApRYBaTINAM ¥ R[N ChROI0 MOBOIO

Name, address and numbers of the licenses of manofacture and
quality conirol / Haltmenynanus,, aapeca Ta nomep JtiucHsit
RHPOTHIIKE T KONTPOI0 AKOCTL:

Iir. Reddy's Labovatories Led, FTO - 1l

Yitlage, Bachupally Mandal, Medchal Malkajgiri Distriet -
S00440, Telangana State, India, Ne 63/RR/AP/96/F/R

owpyy Meadan Mangaiiripi - 500090, wrar Tenanrana, Inaisi.

Ulinesegin Ne 63/RR/AP/96/FIRV

cupZoflsd

3
i

Survey No. 42p, 43, 4dp, 45p, 46p, 53, 54 & §3, Baclusp‘zll{

i

'I-p Penni’e JlaGoparopic Jtta, ®TO — 11, Tistenuun Ne SEITH:
L}, 44p, 45p, 46p, 53, 54, 83 ¢. bauynani, bauynani Mara.s,

Aiaél‘age weight / Cepeatn
viaca

188.6 mg/ [88.6 mr

191 mg +£3.0% (185.3 mg— 196.7 myg) /
191 mr +3.0% (185.3 mr— 196.7 mr)

Posrnaaames

5. {Hardness /TBGiniE’FI; SON/B9H Net less than 25 N / He Merine 25 H
6. |Water / Bumicr nontorn 2.3% wiw Not more than 6.0 % w/w / He 6inpe 6. 0%
7. |Disintegration Time / 05 minutes 36 seconds / 05xa. 36 cex.  [Not more than 30 minutes / He 6inowe 30

XBHNHH

Uniformity of Weight /
OnHopimicTs macu

Complies / Bianosigae

When 20 tablets are weighed not more than
two of the individual weights deviate from
the average weight by more than +7.5% and
no tablet should deviate by more than
£15.0% / Ilpn 3saxcysanni 20 rabuerok, He
Ginbie 2-x TaBeTOK MOKYTH BiApizHATHCS
BiAl cepeaHbOl Mack Binsie Bisk na  +7.5%
ra ockoana 3 tabneTtok  We  nosuHHA
BiapisHaTHCL Macoro Ginvlue Hik Ha +15%

C’ﬁifgrmiiy of dosage units /| 4.6
OAnopiaticTs no3oBaninx

OOHHULL

Acceptance value AV <15.0 / [Ipulinanshe
uncno AV <15.0

10. [Dissolution / Posunnnicts 97%, 95%. 97%, 97%,
(Calculated as /' n
repepaxyHKy Hal

CaiHusCINO32HCD

99%, 95%

Not less than 80% (Q) of labeled amount of!

minutes / He meiaue 80% (Q) iz zaneneno

Remarks: The product confirms to above specifications
Tpumivica: Tpoaykr pianorinae Bumesasnazenili criennd ikanii

I'ested by / TecTyras: Document Checked by /

1), Latha / Quaiity control — Team Member A,

Lgv o

Member

2

Susmitha / Quality control — 1

KINBKOCT]  POZMHIIAET c# Ha mporssi 30
XBHJT /
\;,gpama e o
‘;-,#HD»'{) 41 A
VED
ks TEER AT
Ieperipuk Name and Position /

m&

T\‘—ign & Date / l‘iiﬂ?mc/,[[a'ra: 31-03-2024

Sign & Date / Miamuc/flaTa; 31-03-2024

Sv-n & Date/ﬂmmsc/ﬂam 30307

Cetirizine Hydrochloride is dissolved in 3¢




CERTIFICATE OF QUALITY

CEPTUDIKAT HKOCTI

]
s [ P, 7

v Reddy's Qe
Product; CETRIN, film coated fablets 10 mg No20 (10%3) in
blisters

Tpoayur: LETPHH®, tafrersu, BRputi nninkosote
obosonicnts, o 10 mr Ne20 (10x2) y 6aicvepi

U tablet contains: Cetirizine Hydrochloride 10 mg

i rabaerka MICIIH v NeTHPUAURY rinpoxaopuay 10 mi

Baicl ¢ Cepin Ne: B2400740

Page 7 Crop. 3ot/ 44

Country of manufacturer: India 3
Kpatua-snpodnuk: Fuaiu

IBaich Q!zmiily { OB’ e naprir; 17367 Packs I 7367
YHEKOBOK

Aty ticad Report / Auanirisni sair Mo 90091 P240008 11

Date of A nalysis /J\&Tdﬂ{)_fi i,a}:c_gglm: 3103 -26244'

Date of Manufacture 7 ara supobuunrea: 03/2024
Registration certificate / Pecerpanifine nocpinvyenis N

UAGTRI/02HT ) o
. 1210! MO No: Xe1570 from 08.12.2017 / Haras MO3 Yupah

Date of Expiry / Tepsin upiesanoet i: 022202 '“m o
Valid til}/ Hiitcee ao: unlimited / ueoGaeacen s i

1 Ne (570 i1 08.12.2017

Size and type of the package / Poswmip Ta Tun NAKYBRHHA?

10 tablets in a blister; 2 blisters in a eal‘dbaa;& hox labeling r

in Ukraintan language /
no 10 Tabneror y 6nicrepi, no 2 6aierepu n KapToHnii
ROPODIE 3 MAPKYRATUSM yIPATICLKOI0 MOBOT0

Name, address and numbers of the licenses of manufacture and
quality control/ HalimenyBannst, aapeea ra HOMep J1iensii
BUPOGUIKA 14 KOUTPI0 HKOCTI?

Dr. Reddy's Laboratories Ltd., 110 -

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & §3, Bachunally|
Village, Bachupally Mandal, Medchal Malleajgiri District -
500090, Telangana State, India, Ne 63/RIVAP/96/F/R F

Od-p Pemui’e adopatopic Jra, ©TO — 1L, Aiannsng N 42p.
43, 44dp, 43p, 46p, 53, 54, 83 ¢, Bauyuau, Bawymani Muawaaa,

Ulivensisn Ne 63/RR/AP/OG/F/R

orpyr Meavan Maaicaiiripi - 500090, wrar Teoanrana,

brais,

J

Remarks: The product confirms to above specifications
Hpuwmivka: Mpoaywr signosinae spwesassayeniil creundgrikanliy

l'ested by / Teerysas:
1. Latha / Quality control — Team Mewber

Dosument Checked by / [Tepesipu} :
A, Susmitha / Quality control — T

Mcmbet@-‘

—

L Bmpurities / Jlomiwkn IMP-A: Less than Limil of Detection
a) cach known impurity 4(LOD = 0.005%) / Hwxue aimital) Not more than 0.2% / ne Dinviie 0.2%
KOZKHA BEAOMA A0MILIKA BusiiadeHus (JIB = 0.005%)
IMP-B: Less than LOQ (LOQ = 0.010 %)k} Not more than 0.2% / ve Sinbwre 0.2%
Hioke nimiTa kifbkicHoro Busiayvenns
(JIKB = 0.010 %)
IMP-C: Not detected / ne susHaucHa ¢) Not more than 2.0% / He Ginbiue 2.0%
IMP-D: Not detecied / ne Buznayena
IMP-E: Less than LOQ (LOQ = 0.023 %)
Hiskue mimita ginbkictioro  sirmanchis
(JIKB = 0.023 %)
IMP-F: Not detected / ve suznauena
b) highest unknown
impurity  /  naiSinewa.06 %
HERiToMA JoMILLKa
¢) total impurities /7 cyma0.2%
HOMILIOK L
17 1 Assay Cetirizing| 9,92 mg / 9.92 mr from 9.50 mg/tab to 10.50 mg/tab / pin 9.5
Hydrochloride  (Caleulated Mr/raG g0 10.50 mr/rab
s Cg{}"{ijlNgOJQHC]) /]
KinsxicHe BAZHAUYSHHS
HETHPHIHHEY  TiAPOXIIOPHILY N
(B nepepaxyHKy la 5
[CuHasCINOy 2HCT) e A

ality Assurance - Team

Lﬂ&{i

Sign & Date 7 Tinmmie/ Marta: 31-03-2024

Sign & Date / THanne/Hara: 31-03-2024

be
Date / lianuc/flarva: 31303-2024




8o CERTIFIGATE OF QUALITY
Dy, Reddy’s Q;o CEPTUDIKAT AKOCTI

Page s Crop et/

Product: C‘]&'!'RINE, film coated tablets 10 méj\"ezﬂ (i(j;:Z} in Country of manufacturer: [ndia
iblisters Kpatua-supodmur: i
ipoayvir: HETPHRE, rabaereu, BIPUTI f1tiBKkOBOIG
0f0si01m0, 10 10 s Ne2 (10x2) y Baicrepi

£ tablet contains: Cetirizing Hydroelduride 10 mg
PriaGiuerka aicrivn ueTipsnny rinpoxaopuny 10 mr | L _
Ruich / E’:‘Epiﬂ Ne: 32400740 Bateh Quantity / 06 es graprit:
yoawowox -
Date of Analysis / jffaTa Aocaiaaenun: 31-03-20
Date of Expiry / Tepmin npuaarnocri: 02/2027 h
Valid till / dijiexe 2o unlimited / neoGmexernn i

UA/6789/02/01 . . e ‘
Ordey of MOH No: Ne1570 from 08.12.2017 / 1 akas MO3 Vipafuu NelS70 pin 08.122007
Size and type of the package / Po3smip ta THI nakypanns: 10 tablets in a blister; 2 blisters in a cardboard box labeling

in Ukrainian language / g
no 10 ratsetor y Gaictepi, no 2 Guierepn B KADTOHHRIT '
5 - L KOPOOLUI 3 MADKYBARHTM YKPATHCLICOH) MOBOIO

Narme, address and numbers of the licenses of manufacture and Dr. Reddy's Laboratories Ltd., FTO - 1]

quality control/ Haiivenysanns, agpeca Ta Homep Aiuensiv Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally:
BHPOGHINNG T2 KOHTPOIG HKOCTI: Village, Bachupally Mandal, Medchal Malkajgiri Distriet -
500090, Telangana State, India, Mo 03/RR/IAP/OG/F/R !
d-p Peqnd’c Matioparopic Jita, OTO -~ H, ianskis Ne 42p;
43, 44, 45p, 46p, 53, 54, 83 ¢. Bauynaai, bauynami Manan,
orpyr Meaqan Mankaiicipi - 500090, wirar Tenanraua, Luais,
Minensist N 63/RRAAP/96/F/R

i

13. Microbiotagical purity S
MikpoGionoriyna uneroTa
Yotal  Aerobic  Microbiall ess than 10 CFU/g / Menwe wix 10 Not more than 500 CFU/g i He Ginnine 500

Count (TAMC) / 3arannHa kv O/r YO/

KITEKICTE aepobrux

Mikpoopranismis (TAMC)  |Less than 10 CFU/g / Menwe wuixe 10

Total Yeast and Mold CoundKYO/r Not more than 50 CFU/g / He Gistne S0
(TYMC) / 3arantha IKY Oy

NUILKICTE  APIKIKORUX
miticnasnx rpubis (TYMC) |Ahsent in | g/ Bincyriie I
Escherichia coli

Absentin o/ Bixeyvinin Ir

Declaration of certification: I hereby certily that the above information is authentic and accurate. This baich of product
has been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the logal Regulatory Authority and with the specifications in the Marketing Authorisation
of the importing country or product specification file for Investigational Medicinal Products, The balch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.”

Jernapanin npo ceprudinamiro: “Llum 3aCBINMYIO, 1O BUILIEBHKNAACHA indopmaLis CHpaBkHs { TouHa. Llg cepis
NPOAYKTY Gyna BUTOTOBAEHA, BKIKOYRIOUM YNAKOBKY/MAPKYBaHHA Ta MepeBipKy AKOCT] Ha BHile 3rajiadonMy caiiri {ax) y
TOBHIA RIANOBIAHOCTI 3 BMMOTamMu GMP MICLIEROTO Perynsropuoi OpraHy i BiRMOBIAHO N0 cneundikalii, 1o MicTsrhes
B peccTpauifinony n0cee / Toproriil ninesii Kpainp-imnoprepa ado y n0cse crnenpdikanii APOAYKPY ANd AOCTLKYBAHUN
Aixapebiux 3acobin. Jokymenti o oGpofui, vnakorui ta aanizy Oyan nepegggemar Ta BC}{{*,_L??&”G BiANOBIANICTY

25
2 i S

GMp.” 5

{_Rcmar:l: i"""le_lé'p-roduet confirms to above specifications ‘ SN2 T VED
1pumiria; lpoaysr sianopizac smuesasiagenii clenndikauil : . B EMF T
Tested by / Tectynas: Document Checked by / [Tepegipn§ Lt 39 - Zaitd Name and Position /

. Latha / Quality control — Team Member [A.  Susmitha / Quality control FSWcti Iv'a ra MNocana:
d\suaiity Assurance — Team
& r

{ Member
% JW @ 4 \,\f\m‘}

Sign & Date / Mlinumne/ ata: 31-03-2024 Sign & Date / Hlianne/Nava: 31-03-2024 Sign & Date / Himme/Tata: 31 -03-2024




£

HEPKABHA CIIYXKFBA 3 JIKAPCBKUX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTUKAMMN ¥V KHIBCLKIM OBJIACTI

npos. CaiTmuunol Hagil, 3, M. Kuis, 02099, Ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
Ipo AKICTH BBe3eHOro B Ykpainy JIKAPCHKOTO 3ac00y

10.07.2024 Ne 22115/24/10

LETPHH®
(nafimeHyRanHg fikapcskoro 3acoly 3rifHo 3 peceTpauifitnm NOCBIAMEHHEAM)
TabMeTKN, BKPUTI IUIIBKOBOO oBosonxo10, o 10 mr; mo 10 Tadnerox y GaticTepi; mo 2
aicrepn y xapTounii xopo6ui
{hopma srinycky, rosysanns, By TAKYBRHHS HKAPChKOTe 3ac06y)

Howmep peectpauiiinero nocsinuenna UA/6789/02/01 cTpox i peecrpaniiitoro mocsiguens 01.01.2099

Cepis stikapeskoro 3acoGy Ne B2400740 KinbkicTs sBesenioro nixapenkoro sacoby 440

Bupo6mmx H-p Penni’c Jlaboparopic JIra, ®TO — 1, Tugis

(madinenynanus BupoSiika nikapesxore 3acofy, kpaita TOXO/ORCHIIA)

Bseseno & Yxpainy Tosapucreo 3 06Memenoro sinnosigansuicrio " p. Penmi'c

JlaGopaTopis", inenr. xox: 37560808
(mafimeHyBaumn T xou 3a CHPTIOY 1opuanunoi ocab ada npisaie, iM's, no Garbroa]

tiziunot ocobi - mignpreMus, ii Micue npoxusanus ta peecTpaniiin] ioMep o6aikoeoy
KApTHH TUIATHHKA NofeTkis abo cepis ta noMep TCHOPTL)

pororour pisyansnore xourposmo vix 09.05.2024 N 1198/4.

Jlabopatopnuit ananis sxocTi MiKapCLKOTo 3acoby snifickenmii:

Jla6oparopis 3 xouTpomo sKOCTI JIKApCEKHX 3acobiz TOB "HAOBPOBYT-JIIKUJIAB" (m. Kuis,
Byn. Hosropon-Cisepebka, 6yn.3, Hexuriosi npumMimenss 92)
(mraitMenysanns Ta micuean

axomkennn naboparopil, wo npopera naGopaTopHuii auanis fkocti)

Buichonok uio10 sixocTi stixapeskoro sacaby, suxannit maboparopicio sin 08.07.2024 Ne 858-24

Pesynrrati naGoparoproro aanisy axocTi AikApCRKOTo 3acofy 3a nepesipeunMu 1oKasMKAN I BignoeigaoTn
BHMOI'aM METOAIR KOHTPONIO AKOCT (ananirnyHo-topMaTHBLOY AOKYMeHTALT).

3a pesyneTaramu  xepiasHoro KOHTPOMIO  BCTAHOBNCHO,
AOTPHMAHHAM prmor 3akoHoMaBCTRA 1070 3adc3neyenn

IO mixapcekmii zaci6 peesenio B Vrpainy 3
A AKOCTI AikapcLxux 3acofin.

3 KU::X; "5
B Hinn, <
r\\g’ai\hn 07> f%b

A [2] “-';f
Rasanu fhic PRIOT 2 %\
(no Ba Oplglﬂgncp'd #RiiGiro HTpo:1IO)
>+ ]




JEPYXABHA CJIYKEBA 3 JOIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIN OBJIACTI

npos. Ceitnrrmol Hagil, 3, m.Kuis, 02099, Ten/dhaxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APTIOY 37078774

BIICHOBOK
HPo SIKICTH BBE3EHOro B YKpaiHy JiKapchkoro 3acoly
11.07.2024 Ne 28569/24/1011
HETPUH®

(naitmenynanns nikapcskoro sacoBy 3rinuo 3 peecrpaniiinmm NIOCBIAYGUHAM)
TA0JIeTKH, BKPUTI MUTiBKOBOIO oboonxore, no 10 mr; mo 10 Tabierox ¥y 6aicrepi; mo 2
Onicrepn y xapTouniit kopoui
{hopma Bumycxy, nosyeaiua, saa NaKYBAHHS TiKAPCHKOTO 3aC00Y)

Hoscep pecetpauiitnoro nocrinuenns UA/6789/02/01 crpox Al peecrparntiitoro moceiavenns 01.01.2099
Cepia nixapeskoro saco6y Ne B2400740 KinbxicTs Be3cHOTO Aikapenkore sacoby 173200

Bupo6iuk H-p Pepni’e JlaBoparopic JIta, ®TO — 11, Irnis

(nafisenypanen supoGuuka Aixapcskoro sacofy, kpaiia noxomuenis)

Beeseno B Yipainy Tomapucrso 3 o6Mescen0r0 BiAnoBiAAALIICTIO "Ip. Pepni‘c
JlaGoparopis", igcur. kox: 37560808

(nafimenysanns ra xon 3a €APIIOY lopaytaiiol ocobu abo npisenme, in's, no BaThroni
{hizrnoi acobu - mignpuemus, 1i sicue NPOKHBAHHA T4 peccTpauifinuit Homep obnixosol
KApTKH WIATHRKA OoxaTKis abo cepis Ta Homep nacnopra)

lIporoxen sizyannuore xonrposio nin 05,06.2024 Ne 1621/2.

32 pesyabTaTAMH  HepKABHOrO KOHTPONIO BCTANORNEHO, 0 nikapchkuit 3aci6 ppeseno o Yxpainy 3
MOTPUMAHHSIM BUMOT 3aKOHOZABCTRA OO 3abesncuenna sKocTi MiKapebKHX 3acoBin.

/5 : @d;/ Bixrop CTE®KIBCHKH

/5 : o e
7 (ntimacy™ {ininianss ra npisnmue)
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B 1A KOs, 4
-\;tg'&&\an M ::,04{7 7
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JEPKABHA CJIYVKBA 3 JIIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCBKIU OBJACTI

npos. Ceitnmuunoi Hanii, 3, m.Kuis, 02099, ten/baxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €EIPTIOY 37078774

BUCHOBOK
Ipo SIKiCTH BBE3eHOI'0 B YKpaiHy JIIKapCchKoro 3acody
13.03.2025 Ne 11870/25/1011
IHHETPUH®

(naiiMeHyBaHHs JIKapCLKOro 3acoBy 3rifHo 3 peecTpauiHuM I10CBIAMEHHAM)
TabJIeTKH, BKPUTI IUIIBKOBOIO 060J10HK010 110 10 Mr, 1o 10 TaGaerox y Oaicrepi; mo 2 6iicrepu
y KapTOHHIil Kopooui

({popma BunyCKy, 103yBaHHs, BUJ IAKYBaHH J1iKapChKOro 3acoby)
Howmep peecrpauiitnoro nocsiguenns UA/6789/02/01 crpox nii peecrpaniitnoro nocsiguenns 01.01.2099
Cepist nixapewkoro 3acoby Ne B2402439 KinskicTs BBe3eHOTO JNikKapchkoro 3acoby 8680

Bupobuux J-p Penni’c Jla6oparopic JIta, ®TO — 11, Inais

(naiiMenyBanHs BApoGHHKa JIKapChKOTro 3acoby, kpailia NoXO/mKeHH )

Bseseno B Yipainy Toeapucrso 3 o6mexenoro Binnosinansuicrio ""Jp. Peani'c
JlaGopaTopis", inent. xox: 37560808

(maitmenyBanns Ta kox 32 €LIPTIOY ropumuurol ocobu abo mpissuie, iM'a, 1o 6areKosi Qisnunol
ocobu - nignpuemus, i Micue npoxuBanus Ta peecrpaniiinuii Homep o6sikoBoi KapTKK MIATHHKA
nopatkis aGo cepist Ta HOMep nacropTa)

Iporoxosn sizyansnoroe konrporo sin 11.03.2025 Ne 0732/1.

3a  pesyabTATAMH  JIEPXKABHOIO KOHTPOJIO BCTAHOBJEHO, IUO JiKapchkuit 3aci6 Bpeseno B VYkpainy 3

JOTPUMAHHSM BHMOT 3aKOHOJABCTBA 100 3a0e3NI€UeHHA AKOCTI JliKapChKUX 3acobiB.
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TNIEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMH Y KHIBCBKIA OBJIACTI

npos. Ceitiuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
npo AKICTH BBE3eHOr0 B YKpaiHy JiKapchKoro 3acody
15.11.2024 Ne 59586/24/1011
HETPUH®

(HaiiMCHYBaHHsI JIIKApCHKOro 3acoBy 3TilHO 3 peeCTPAUiiiHHM NOCBIAMEHHAM)
TabJIETKH, BKPUTI NVIIBKOBOIO 000/101K010 110 10 mMr, no 10 Tabnerox y 6aicrepi; mo 2 dJicrepu
y KapTOHHIi kopooui

(({popma Bunycky, J03yBauisl, BUJ aKyBaHHs JIKapchKkoro 3acoly)
Homep peecrpauiiiroro nocsiguenns UA/6789/02/01 crpox nii peecrpaniiinoro nocsinuenns 01.01.2099
Cepis nixapeexoro 3aco6y Ne B2402439 KinsxicTs BRE3eHOTO Aikapekkoro 3acoby 32400

Bupo6uux H-p Penmi’c JlaGoparopic JItn, ®TO — I, Inxisa

(uaiimenyBaHHs BHpOOHHKa Jlikapchkoro 3aco0y, kpaiHa MoxXomKeHnsg)

Bseseno B Yipainy Tosapucreo 3 o0mesxeHorw Bianmosinaasuicrio "Jp. Peaai'c
JlaGoparopi3", inent. kox: 37560808

(naitmenyBanns Ta kot 3a €APIIOVY ropuanuHoi 0cobu abo npissuiue, iM's, o 6aTekosi GisuusOl
0cobu - mianpuemus, ii Micue npoxkuBanus Ta peectpauifinuii HomMep 00iKOBOT KapTKH IIATHHKA
nogarkis abo cepist Ta HOMEp NacropTa)

Iporokon Bizyaasnoro wonrpoio sig 12.11.2024 Ne 3554/3.

3a  pe3yjbTATAMM JIEPXKABHOrO KOHMTPOJIO BCTaHOBJEHO, IO JliKapchbkui 3aci® BBeseno B Ykpainy 3

JAOTPHUMAHHSM BHMOT 3aKOHOZABCTBA MO0 3a6e3MeueH s AKOCTI NiKAapCLKHX 3aC00iB.
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NTEP)KABHA CJYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJACTI

npoe. CeiTmunoi Hanii, 3, M.Kuis, 02099, ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo SAKICTH BBE3EHOr0 B YKpaiHy JiKapchbKOro 3aco0y
02.09.2024 Ne 40879/24/10
LHETPHH®

(naiiMenyBaHHs JIKapCLKOro 3acoby 3riiHo 3 peecTpauiliHiIM MOCRiAHEHHAM)
Ta0JIeTKH, BKPUTI IJIIBKOBOIO 000,10HK0I0 110 10 Mr, o 10 Tabaerok y 6uicrepi; mo 2
OJsricTepy y KapTOHHiH KopoOui
(popma BHIIYCKY, AO3YBaHHSA, BHJ MaKyBaHHs JliKapcLKOTO 3ac00y)

Howmep peectpauiitnoro nocsiguenns UA/6789/02/01 crpox nii peectpauiitioro nocsiguenns 01.01.2099
Cepis mikapcnkoro 3acoby Ne B2402439 Kinskicts BBe3enoro mikapeskoro sacoby 133650

Bupo6HiK J-p Penni’c JlaGopatopic JItg, ®TO — 11, Ingis

(naiiMenyBanns BHpoGHIKa JiKapchkoro 3acoby, Kpaila OX0DKCHHS)

Baeseno B Ykpainy TosapucTBo 3 06MexeHoI0 Binnopinannuictio " Ap. Penni'c
JlaGoparopiz", inent. kox: 37560808

(waitmenysanns ta xox 3a €IPTIOY 1opuanunol ocobu abo npiseuile, im's, no arbiosi
¢isuynol ocoby - mimnpremus, i Micle NpoXHBaHHS Ta peecTpatlifuuil HoMep 06TiKoBOT
KapTKH MUTATHAKA [0JaTKIB a6o cepis Ta HOMEp nacropTa)

ITpoTtokoa BizyansHoro kourposo Big 14.08.2024 Ne 2407/1.

JTaGoparopHuii aHai3 SKOCTI JiKapchkoro 3acoly 3iilicHeHHI:

JlaGopaTopis 3 kKoHTpOO sikocTi Jikapeskux 3aco6is TOB "JOBPOBY T-JIIKMJIAB" (M. Kuis,
Bys1. Hosropon-CiBepcbka, 6y.3, HEKHTIOBI NpuMiteHHs 92)
(naitmenyBaHHs Ta MicuesHaxopkenns jraGoparopii, wo nposena JaGopaTopHuit aHani3 SKoCTi)

BHCHOBOK 1010 SKOCT] JiKapehKoro 3acoby, Buganuii nabopatopieio ix 30.08.2024 Ne 1277-24

PesyiibTath 1aGopaTOPHOTO aHali3y SKOCT] JIiKapChKOTO 3ac06y 3a NepeBipennmy nokasHiukamMu BiAMOBIAAI0TH
BHMOTaM METOIB KOHTPOJIO AKOCTI (AHAJHTHYHO-HOPMATHBHOT J0KyMeHTALIT).

3a pe3yabTATAMM JAEPXKABHOIO KOHTPOMIO BCTAHOBJICHO, IO JiKApChKUi  3acid BBe3eHO B Ypainy 3

AOTPUMAHHAM BuMOTr 3aKOHOABCTBA IO/I0 3abe3rnedenns SKoCT ml@, JHX aco61}/ ,
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[Brank xommnaHii)

CEPTUDIKAT AKOCTI

Crop. 132

[Ipoayxr: HUETPHH®, TabneTkH, BKPUTI INIIBKOBOIO
o6oonkoro, mo 10 mr Ne20 (10x2) y Gaicrepi
1 Tabacrika MicTHTL nerupusuny rigpoxsaopuay 10 mr

Kpaina-pupo0nux: Inais

Cepin Ne: B2402439

06’em naprii: 174755 ynakoBok

AnagiTuunuit ssit Ne: 2002FP24001785

aTa Ananisy: 27.07.2024

JlaTa supobuunrsa: 06.2024

Tepmin npupaTHocti: 05.2027

Peecrpatniiine nocsinuenns Ne: UA/6789/02/01

JificHe 10: HeoOMeKEeHHH

Po3mip Ta THI maKyBanus:

no 10 ra6uerok y Gaicrepi, mo 2 6aicTepn B KapTonHii
KopoGui 3 MApKYBaHHAM YKPaiHChKOI0 MOBOIO

Haiimenysauus, agpeca ta Homep Jiinen3sii BupofnuKa ta

KOHTPOJI10 AKOCTI:

-p Peani’e Jladoparopic JIra, ®TO - 11,

[Minbuuust Ne 42p, 43, 44p, 45p, 46p, 53, 54, 83 ¢. Bauynaui,
Gauyoani Mannaa,
mrar Texaunrana, Taais

oxpyr Mepuaa Mauikaiiripi - 500090,

Bupotuuua jginensis Ne: 63/RR/AP/96/F/R

Ne Tecr PesysbTar Cnenudikanis
1. |Onne Kpyrni asoomnyiksii Tabierky, BKputi mliBkoBoto [Kpyrni goornykiii TabjieTky, BKPUT Ui BKOBOIO
060JI0HKOI0 GINOr0 KONBOPY, 3 PO3ALIIOBANILHOIO [060JIOHKOIO GilIOro KOMBOPY, 3 PO3NINIOBAILHOIO
CMYT0I0 3 OJHOro GOKY Ta TVIAZEHBKI 3 IHLIOrO [CMYroio 3 OfHOTro Goky Ta IIIAACHBKI 3 IHIIOTO)
GOKy Ooxy
2. [InenTudikauis Biamosinae Jac YTPUMYBAHHS [IINY UETHPHU3HHY
riapOXIIOPHILY Ha XpoMatorpami
BUTIPOOOBYBAHOTO  PO3UMHY  BULIOBINAC wacy
YTpUMaHHS 1KY Ha XPOMATOrPaMi CraniapTHOTO
PO3UNHY.
3. |Po3mipu
\Tianemp 8.10 MM — 8.19 MM 8.2 MM £0.2 MM (8.00 mm — 8.40 mm)
Toawuia 3.40 Mmm — 3.48 MM 3.5 mm £0.2 mm (3.30 MM — 3.70 mMm)
4. |Cepeanst Maca 188.8 Mr 191 mr £3.0% (185.3 mr~ 196.7 mr)
5. [Tsepaictb 90 H He meHwe 25 H
6. [BmicT BosIOTH 2.8 % M/M He Ginpuie 6.0% m/M
7. |Po3napanHs 06 x8. 21 cek. He 6inpbiue 30 XBUIIMH
8. |OnHopingHicTs Macu Bianosizae ITpu 3paxcysanui 20 rtabnerok, ne Ginpe 2-x
TaGJIeTOK MOXYTh BiIPI3HATHCA Bill CEPENHbO]
Mac 6iabiue Hixk Ha £7.5% TaxonHa 3 TabneToK
He TIOBHHHA BiIpi3HATHCH Macolo binblue HiX Ha
E15%
9. |OanopimmicTs fo3oBaHMX | 5.3 Tpuitmaneie yucno AV <15.0

OIHHHIb

10. [Po3unnHICTD 94%, 96%, 96%, 94%, 94%, 94% He menme 80% (Q) sim 3assienoi kinpkocTi
(B niepepaxyHKy HA PO3UMHAETHCA Ha MPoTa3i 30 xBuind
C21H2sCIN,O32HCI)

11. JloMimku

a) KOXHA BioMa moMilika

JloM-A: He BU3HAYEHA
Jowm-B: 0.01%
Jom-C: He BU3HauEHa
Jom-D: He Bu3HaueHa
Jlom-E: 0.03%
Hom-F: He Bu3HaueHa

a) He 6inpiie 0.2%

b) maitbinewa  Hewigomal 0.08% b) ue Ginbue 0.2%

nomilixa

¢) cyma JIOMIlLIOK 0.2% ) He 61JIbUJ€ 2.0%
12. [KinbkicHe BU3HauyeHHs)| 9.78 mr/Tab

(B repepaxyHky

C21HasCIN,O3-2HCL

LeTHPU3HHY iApoXnopuay)|
Hal

p e D,
Koo
\:,mh i i!(% ’o

aoxmssemﬂ

: I
INpumitka: IIpoAYKT BifnoBinae BuIie3a3HaUeHiH cienmdikanii ! ! »-mt
TecryBas: Iepesipus: cgichy ¢ Ta [locaja:
/1.JlaTxa / cniBpoGiTHHK Bigaily H.B.Kpiwmna / cniBpoGiTHHK BTy el Tji:wuuny 3a0e3MeUeHHS
KOHTPOJIIO AKOCTi KOHTPOJIIO SIKOCTI e
[linnuc/Hara: 29.07.2024 [Tinnuc/[ara: 29.07.2024 2024
B oer v f'f.«'f 4
4 £ L,( e~ i



[Brrank xoMIiaHii]

CEPTU®DIKAT AKOCTI

Crop. 232

[poayxr: UETPHH®, Tab/1eTKH, BKPUTI IIIBKOBOIO

o6os0mKkor0, mo 10 Mmr Ne20 (10x2) y 6aicrepi
1 TaGuierka MicTHTL ueTupu3nny rigpoxaopuay 10 mr

Kpaina-pupo0nux: luais

Cepin No: B2402439

006’em naprii; 174755 ynakoBok

Anasiruunnii 3sit Ne: 2002FP24001785

ara AHajizy: 27.07.2024

aTa pupoGuuuTBa: 06.2024

Tepmin npunatHocti: 05.2027

Peectpauiiine nocsinuenns Ne: UA/6789/02/01

HidicHe 10: HeoOMemeHHH

Po3mip Ta THI naKkyBaHud:

no 10 taGaerok y G.aicrepi, 1o 2 aictepn B KapToNHii
KopoG Ui 3 MAPKYBAHHAM YKPAIHCHKOI0 MOBOIO

Haiimenysanus, agpeca Ta nomep Jjinensii Bnpoéuuka ta
KOHTPOJIIO SIKOCTI:

Ul-p Peaai’e JlaGoparopic Jita, ®TO - 11,

Ulianaung Ne 42p, 43, 44p, 45p, 46p, 53, 54, 83 ¢. bauynaui,
Bauynani Manpan, oxpyr Menuan Masmkaiiripi - 500090,
imrat Texanrana, Tazist

Bupotuuua ainensis Ne: 63/RR/AP/96/F/R

13. [Mixpob6ionoriuna uucrora
3aranbra kinokicteMenwe nix 10 KYO/r
aepoOHHX MiKpOOPTaHi3MiB
(TAMC)

3arasnbHa

PLKIKOBHIX 1
rpu6is (TYMC)
Escherichia coli

xinbkicts|Mene vk 10 KYO/r
TUTICHSIBUX|

Bigcytuis I T

He 6Ginsuie 500 KYO/r

He Oiibie 50 KYO/r

BigcyTsi B IT

Jlexnapauis npo ceprudikamio: “Ilum 3aceiguyro, mo BuieBMKIafeHa indopmauis crpasxus i Touna. Ll cepis
npoaykry 6yia BUTOTOBJICHA, BKIIOYAIOUM YIIAKOBKY/MApKyBaHHsl Ta nepesipiy sAKOCTi Ha BULLE 3rajaHomy caiiti (ax) y
noBHii BignosixHocTi 3 Bumoramu GMP Micuesoro Peryastopuoi oprany i BiAmoBiaHo 10 cnenugikauii, mo MicTsThes
B peecTpaliifHOMy IOChe / TOPropii MileHsit Icpamn-lmnop"repa abo y nocke cneumbmauu TPONYKTY AN JOCIIZKYBaHKX
nikapebkyx 3aco6is. JlokymenTd no o6pobii, ynakosui Ta aHanisy Gy HEPErVIAHYTi Ta BCTAHOBICHO BIAMOBIAHICTH

GMP.”
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N pumirka: IIponyKT BiAmosinac BuuiesasHayeHifi cnenudikaitii
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TectyBas: Tlepesipus:
J1.JlaTxa / criiBpoGiTHHK Bigainy

KOHTPOJIIO SKOCTI KOHTPOJIIO SKOCTI

H.B.Kpiusa / cniBpoGiTHHK Biaimy

[linnuc/ara: 29.07.2024 [Tignuc/Hdara: 29.07.2024
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