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AEPKABHA CJYXKEA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJACTI
npos. Ceitnuunoi Hanii, 3, M.Kuis, 02099, res/hakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
Tpo SAKiCTH BBE3eHOr0 B YKpainy JIiKapcLKOro 3acoly

20.11.2024 Ne 52697/24/10

BAJIALIUKJIOBIP-TETEPO

(HaliMeHyBaHHS iKapebKoro 3acoby 3riaH0 3 peecrpaniiinum 1IOCBLIUCHHAM)
TabJIeTKH, BKPUTI IUHIBKOBOIO o060J10nK010, N0 500 MT, 0 5 TabaeTok y Gaicrepi; no 2
Osictepu y kopo6ui 3 kKapToHy

(dopma sunycky, nosysanus, sua NAKYBaHNA JiKapebkoro 3acoby)
Homep peccrpauiiinoro nocsiguenns UA/17017/01/01 cTpox aii peecrpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcskoro sacoby Ne E241470E Kinskicts BBeseHoro nikapebkoro saco6y S600

Bupo6unk [etepo J1a63 Jdimiten, Inais

(HaitmMenyBaHHs BHPOBHMKa AIKapeLKoro 3acoby, kpaina TOXODKEHHS)

Beseno B Yipainy ToBapucrso 3 oGMexenoro BinnoBixansuicTio "AMAPOKC
YOKPEMH JIMITEI", izenr. xon: 43687709

(naiiMenysanus Ta Ko 3a €APTIOY iopuanunoi 0cobu abo npisBHuLe, iM'H, 10 GaTbKOBI (isitunol
ocolu - mignpremus, i Micle TPOKUBaHNS Ta peecTpauiitimit nomep 061iKoBO KapTKH NAaTHHKA
nozatkis abo cepis Ta Homep nacnopra)
Hporoxoa sisyansnoro xourpomo six 15.10.2024 Ne 3139/1.

Jlaboparopunii ananis sxocti niKapeeKoro sacoby aaiticaenuii;

Jlabopatopis 3 koHTpoNIO SIKOCTI nikapepkux 3aco6is TOB "MOBPOBY T-JIIKUJIAB" (M. Knis,
Byn. Hosropoxn-Cisepcrbka, 6ya.3, Hexxuriosi npuMilieHns 92)

(naliMCHYBAHHS Ta MICUCIHAXOIKCHHS naboparopii, wo nposena naboparopunii ananis AKOCTI)

BucHoBok wono skocti stikapeskoro 3acoby, Buaanmii naboparopieio sig 15.11.2024 No 1722-24
Pesynurati naGoparoproro auanisy sxocri nikapcskoro 3aco0y 3a nepesipeHnmu noxasHukamy BiAMOBIJAKTL
BHMOTaM METOAIB KOHTPOIO AKOCT] (AHATITHUHO-HOPMATHBHOL JOKyMeHTauii).

34 pesynbTATAMH  ACPKABHOrO  KOHTPOJIO BCTAHOBACHO, WO  jikapcwkuii  3aci6  sseseno B Vipainy 3

}.IOTpllMaHHﬂM BHMOT 3aKOHOLABCTBA HIOA0 3aGesneyents sKoCTi JUKAPCLKUX 3ac00iB.

eyt
B -t . - . o .
i Onnra CPLOMEHKO
KOHTPOAY} (ninue) (Ttidaan 1a upivinge
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BATCH CERTIFICATE
CEPTH®OIKAT CEPI{

HETERO LABS LIMITED

UNIT-ill (E.0.U)

Factory : 22-110, 1D, Jeetimetla,
Hyderabad - 500 055, Telangana, INDIA,
Phone : +91 40 23096171 /72 173 /74

Certificate No.: [ Page T of 6
L Ceprudpixar M':! 03FP24603707 Cropinka | 1 6
Product name: VALACICLOVIR—HETERO Manufacturing country: India
Hassa npoayxknii: BAJIALIMKJIOBIP-T ETEPO Kpaina-snpo6ank: _Tunin
. Film-coated tablets 500 mg L Ukrai
Tiapenen foprar| T8026T, mpui askonor Kpains npmomanen: | aoine
P puas 06oJ0nK010, 10 500 Mr P P ) ‘f

Strength/potency:
Cuna gii/akrusnicrs:

1 tablet contains Valaciclovir 500 mg (as valaciclovir hydrochlor de)
1 Tabnerxa micrnts 500 mr BAJIANMKAOBIPY (Y BHrasgi BaJanuK0Bipy

Tizpoxaopuay) L .

Type and size of S tablets in a blister; 2 blisters in a carton box. Marking in Ukramian,

pack.agingi 1o 5 Tabnerox y Guicrepi; o 2 Gaictepu y kopo6ui 3 Kaprony. Mapxkypauns

Bux i poswip ynaxosiu: YKPaiHCBKOI0 MOBOJO,

Batch No.: . 2 Batch Size: packs

Cepisg Ne: E241470E Poswmip cepii: I 6300 YnakoBok |

Mig. Date: 04.2024 Expiry Date: 03/2027

Hara BHDOOHNUTBA: Hpunatauii go:

Registration Certificate: . Valid up to: Unlimited
LPeec'rpauii‘me NOCBigYenHs: UA/17017/01/01 Hijicne no: Heobmzmennis

Ma:xufacturer name: Hetero Labs Li‘ml:ted Man. Ificens.e No.: 22/RR/AP/2001/F/R

HailimenyBauun BHpoGHuKa: | I'erepo Jla6s Jlimiren Bup. nigensin Ne:

Location:
Telangana, India
Micuesnaxomxenns:
Tenaurana, Ingin

Unit 1, Formulation Plot No 22 -110 IDA, Jeedimetla, Hyderabad 500 055

IOnir I11, Dopmyneitun Muor Ne 22 - 110 1 JIA, Moxuniverna, Xaiinepa6an, 500 055

Conclusion on the confirmation of the conditions for the
production of medicinal products in accordance with the

requirements of the GMP No.: 449/2023/C-885 :Z":'ig;i.. 07.12.2024
Bucnosox mono MATBEPKEHHS yMoB BUPOOHHUTBA Jlikapebicuy P! ’
3acobis snmoran HBIT Ny
Analysis procedure results
Pesynbrarn nposegenns ananizy
Sr. No Test / RSp,)eciﬁ/cation / llouym'n.;lul?;f?u/ Result /
Nes/m|  Tlokasuuk sxcocri clease Shelf-life Pesyibrat

OpH BHAYCKY Ha TepMin nipuaaThocTi

White to off-white, film coated, caplet
shaped tablets, debossed with ‘V’ on one
side and ‘500° on the other side

1 | Description

Kancynononi6ui ta6nericu Binoro abo
Maibxe Ginoro KONBLOpY, BKPUTI MIiBKOBOIO
000J10HKOK0, 3 HaricoM «V 3 OnHOro 6oky
i «500» 3 inworo Goky.

Onuc

Off-white, film coated, <aplet shaped
tablets, debossed with </> on one side
and ‘500” on the other s de

Kancynonogi6ui  ta6neriyu Maibke
Ginoro konsopy, BKPHMEI [JBKOBOO
OBOMIOHKOI0 3 HanMcoM <V 3 OHOrQ
Goxy i «500» 3 inumoro €oky.

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India
T: +91 40 23704923 / 25

www.hete-o.com



HETERO LABS LIMITED

UNIT-I)y (E0.)

Factory : 22-no, DA, Jeedimetra
Hyderabad - 500 05s, Telanga nai, INDia
Phone : +97 40 23096177 /72773 /74 ‘

Certificate N 0.

————__ Cepragixar No:

Page 2 of 6
CTopinka 2 5 6

Test / Specification / Honyerumi MexKi
Mokasuux sxocri Release/ Shelf-life / et/
Idenﬁﬁcaﬁon NPH Bunycx: 12 Tepmin puaaTHOCTI Pesynerar
Laen?‘n@infgunn
HPLC Method The retention time of the Not carried out The retention time of the

major  peak ip the
chromatogram  of the
sample preparation should
correspond to that in the
chromatogram  of the
Standard breparation, as
obtained in the Assay.

major  peak ip the
chromatogram  of the
sample preparation
corresponds to that in the
chromatogram  of the
Standard Preparation, as
obtained in the Assay.

Merog BEPX Ha XpomaTtorpami

RocnimkysaHoro posukny
1ac yTpuMyBaung
OCHOBHOT'O 1ika Mae
36iraTucs 3 yacom
YTPUMYBAHHS niky Ha
XpomaTtorpamax
CTaHNapTHOro posyuuy,
OTPUMaHHX B po3gini
«Kisbkicue BUSHAYCHHS),
The UV absorption
Spectrum  of  sample

He nposoautecy Ha Xpomarorpami

ROCAIDKYBaHORO posunny
yac YTpuMyBaHus
OCHOBHOrO nika
30iracTecs 1 yacom
YTPUMYBaHHS  fiky pa
Xpomarorpamax

CTAHIAPTHOTO  po3umry,
OTpUMaHUX B poagini
«KinbkicHe Bustayenmsy,
The UV absorption
spectrum  of  sample

2.2 UV Method

Not carried out

preparation should exhibit preparation exhibits
maxima at the same maxima  at the same
wavelength as that of wavelength as that of
standard preparation. standard preparation,
Merox Y@ Y®-cnekrp nornmunanus | He [IPOBOANTECH YO®-criektp nornunauns
BUMPOGYBaHOro posunny BUMPOBYBaHOro posuuuy

BIAMNOBIAAE 33 HasBHICTIO
MaKCHMYMIB [IpH THX e
HOBXHMHAX XBUJI, wmo i
CHeKTp CTaHJapTHOrO
PO34YHHY.

NOBHHEH BiANOBigaTH 32
HAABHICTIO MaKCHMyMiB
MPH THX KE JOBXKUHAX
XBHI, WO i CHEKTp
CTaHAAPTHOTO PO3UKHY.

2.3 |Test for Chlorides Curdled white precipitate | Not carried out Curdled Vf/hl'te. precipitate
. should form with silver formed with silver nitrate

nitrate  solution.  The solution. The precipitate

precipitate should dissolve dissolvcjs ea§1ly in
easily in ammonia with the ammonia w1?'h the
possible exception of a possible exception of a
few large particles, which fé_:w large particles, which
dissolve slowly. dissolve slowly.

CupHuctuii  6imuii  ocag
TTOBUHEH YTBOPIOBATUCS 3

Lorporati .
7-2-A2, industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, india

T: +91 40 23704923 / 25

www.hetero.com




HETERO LABS LIMITED
UNIT-III (E.O.U)

Factory : 22-110, 1DA, Jeedimetla,
Hyderabad - 500 055, Telangana, INDIA,
Phone: +91 40 2309617Y/72/ 73 ) 74

Certificate No.:
Ceprugikar Ne:

03FP24003707 !Rcyopi ka3 36

Test /
Moxasunk axocri

———— T
Specification / Honycrumi wexi

Result /

Release /
NP BUITYCKY

Shelf-life /

A ) Pesyabrar
HA repmin npuaaTaocTi

2.4 | IR Method

Meroa I4

PO34MHOM HiTpary cpibna.
Ocan  nosunen JIETKO
PO34HHATHCH B amiaky 3

MOMUTHBUM BUHITKOM
HEKUTbKOX KPYTIHUX
HACTHHOK, AKi TNOoBiNLHO
PO3YHHAOTLCS,

The Infra red absorption
spectrum  of the finely
ground tablet powder in
potassium chloride
dispersion compressed
into a disc should exhibit
maxima only at the same
wavelengths as that of the

similar  preparation of
Valaciclovir
Hydrochloride
Monohydrate working
standard.

Y-cnektp  normunanns
MiIKO MoApiGHeHoro
opowiky  tabnerok g

3upibHeHomy Kaio
XJIOprAy crpecosaHomy B
IHUCK HOBHHEH
BiANOBigaTY 3a HasBHICTIO
MaKCHMyMiB M-cniexrpy
aHanoriyno
NiAroToBIEHOrO
poGouoro CTaHpapry
Banaunmosipy
rigpoxsopuzy
MOHOriapary.

YTBOplovinCﬂ_‘EMpHHCTHﬁ
Ginuif ocan 3 PO3UMHOM
HITPaTY  Cpi6na. Ocan
JICrKO  pO3YMHAETRCH B

He nposomurscs

aMmiaky 3 MoxHBUM
BUHATKOM nexinbkox
KPYMKHX 4acTuHOK, ski
MOBITLHO ) PO3YHHSIOThES,

Not carried out
Spectrum of the finely
ground teblet powder in

potassium chloride
dispersion compressed
into a disc exhibits

maxima o1ly at the same
wavelengtas as that of the

similar  preparation of
Valaciclovir
Hydrochlo-ide
Monohydrate working
standard.

He niposoaurses IH-cniektp  normuunanug
MITKO noapibHenoro
nopouiky  tabseroxk s

B,HpiGHeHON}/ Kastiro
XN0pHaY Crpecosatomy B

huck  Bimosigae  aa
HagBHICTIO MaKCHMyMiB
IU-cnexrpy  ananoriumo
MiArOTORNAEH OrO
pobouoro CTaHnapTy
Banauumonipy
riApoXIopusy

MoHoOTiapaTy.

3 Water content

(By KF,

Determined on 0.2 2)
Bona (Meroa
K.tbiulepa,
BH3HAYEHHN
HpoBoastTE Ha 0,2 r)

Not more than 10.0 %
m/m

He 6inswe 10,0 % wm/m

Not more than 12.0 % m/m | 8.8 % m/m

He 6inbwe 12,0 % m/m 8.8 % m/m

4 | Average weight

T: +91 40 23704923 /25

i Cepennn maca 717,50 mr +3%,
porate

7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Tel

717.50 mg + 3%
(695.98 mg — 739.02 mg)

Not carried out 730.19 mg

He nposoaurses 730,19 mr

angana, India

wWww.hetero.cormn
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HETERO LABS LIMITELD

UNIT-HI (E.0.U)

Factory : 22-110, DA, Jeedimera,
Hyderabad - 500 055, Telangana, INDIA,
Phone : +91 40 23096171/ 72 / 73 / 74

Certificate No.: > Page 4 of 6
Ceprudixar No: U3FF24005707 Cropinka 43 6 _J
Sr. No Test / Specification / onycrumi mexi l Result/
N 3/n Mokazuui sicocri Release / Shelf-life / ) 7 Pesysisrar
HIPH BUAYCKY Ha Tepmin NPHAATHOC K
(oT 695,98 wmr no 739,02
MT)
S Disintegration time Not more than 30 minutes | Not carried out 17 Minues 54 Seconds
He Ginbute 30 xpunun
Poznanannn He nposoautscs 17 xButvH 54 cexynan
6 Dissolution Not less than 80% (Q) of | Not less than 75% (Q)of | Tablet-1: 98 %
labeled amount of labeled amount of TaGnerxa- |
Valaciclovir is dissolved | Valaciclovir is dissolved | Tablet2: 99 05
in 30 minutes. in 30 minutes. ;ngec:;a"z 850
Pozunnenns He et 80 % (Q)sin | He menmu 75% (@sin | porenes =
3asBJICHOTO BMiCTY 3afgBAeHOro BMicTy Ta6netka-4
Banauuknoipy Banauuknosipy Tablet-5: 97 9
DO3YHUHIETLCA IPOTATOM | posuMHIETBCS ApOTArOM | TaGpertka-3
30 xs. 30 xs. Tablet-6: 99 9,
Tabnerxa-¢
Average: 98 %,
Cepenne:
7 | Uniformity of Dosage
units Acceptance value (L1) not | Not carried out
(By mass variation) more than 15.0
3.1
Oanopinnicrs lpuiimansue uucno (L1} | He npoBogutscs
Ao3oBanuxX oquuuuL | He Ginbue 15.0
(pospaxynkogo-
Baropuii meron)
8 | Enantiomeric Purity.
Impurity-R Not more than 3.0% 1.1 %m/n
Enanriomepna Yo M\m
tucrora, Homimka-R | He Ginpuwe 3,0%
9 [Related compounds
Impurity - A Not more than 0.5%m/m | Not more than 0.5%m/m | 0.034 %m/m
Impurity - B Not more than 2.0%m/m | Not more than 2.5%m/m 1.329 %m/m
Impurity - C Not more than 0.3%m/m | Not more than 0.3%m/m | 0.067 %m/m
Impurity - P Not more than 0.3%m/m | Not more than 0.3%m/m | Not Detected
Maximum Single Not more than 0.10%m/m
unknown Impurity Not more than 0.10%m/m | 0.036 Y%m/m
Total Impurities (Sum
of Related substances | Not more than 5.0%m/m
and Enantiomeric Not more than 5.5%m/m 2.720 Y%m/m
purity)
Cynposiani qomimxu
Homimka-A He Ginbuwe 0,5% He Ginbiue 0,5% 0.034 % vm\m
Homimxa-B e Ginbure 2,0% He 6inbue 2,5% 1.329 % m\m
Hominxa-C He Ginsie 0,3% He Ginbine 0,3% 0.067 % m\m
forporatg Homimgka-P He Gisibiie 0,3% He Ginbe 0,3% He Busieneno

7-2-AZ TRAUSERA]T Estates Sarath Nag:

T: +91 40 23704923 / 25

ar, Hydera bad-s00 o1s, Telangana

CIndia

www.hezero.com




Ceprudixar No:

HETERO LABS LIMITED

UNIT-HIt (E.Q.U)

Factory: 22110, 1DA, Jeedime:|a,
Hyderabad - 500 055, Telangzna, INDIA.
Phone : +91 40 23096171/ 72 173774

H 4] 3 (- ’
Certificate No.: 03FP24003707 Pagc§ of 6
Cropirika § 3 6

YHCTOTY)

Test / Specification ! Donycrani mexci Result/
Mokasnuxk sicocri Release / Shelf-life/ Pesynstar

— ~~_~,_._...._.Ep" BH"VCKY MH*__JE—T_'(‘BPMIH npHAaTHOCTE

Maxcumansua

ONMHHYHg

HeinenTngikosana

OOMiluKa te Ginbiue 0,10% He Binbwe 0,10% 0.036 % m\m

Cyma aomiwox (s

TOMY yuchi

Enantiomepny He GinbLue 5,0% He Ginbwe 5,5% 2.720 % m\m

10 Assay
Valaciclovir (mg)

(%) Labeled amount

475.00 - 525.00 mg
95.0 % - 105.0 %

Kinbkiche BM3HAYEHHS
Banax.mlmoaip (mr)
3adBIICHA KinbKicTs
(%)
Microbiological
examination
Total aerobic microbial
count (TAMC)

Total combined yeast
and moulds count
(TYMC)

Test for specified
Microorganisms
Escherichia col;
Mikpo6ionoriuna
qHCTOTA

3aranbHa kinbkicrs
)KHT’I‘EBL[&THHX
aepodHUX
MiKpoopraniamis
(TAMC)

3arasnbHa kinbkicTs
TUTiceHeRMx i
APKIDKOBHX rpubis
(TYMC)

Crieuungiuni
MiKpooprauizmu
Escherichia coli

475,00 - 525,00 mr
95,0 % —105,0 %

11

Not more than 1000 cfis perg

Not more than 100 cfy perg

Should be absent perlg

He Ginbue 1000 KYO/r

He Ginse 100 KVO/r

oeuHHI Gyt BincyTrimu B | ¢

505.93 mg
101.2%

505,93 mr
101.29%

Less than 10 cfy perg

Less than 10 cfu perg

Absent per g

Menwel0 KV Q/r

Menwel0 KYO/r

Bincyrni g Ir

12 | Xdentification of
colourant
(Titanium dioxide)

An orange red colour
should appear.

[osutno 3’ seuTHcy
OPaHXXeBO-4YepBOHE

(TATany aiokcnn) 3abapsnenns.

Not carried out

He nposogutses

An orange red coloar js
appear.

3’aBnseTsen OpapKeBo-
"epBoHe 3abapaienns

Inenrudirauisn
GapBuuka

7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India

T: +91 40 23704923 /25

www. hetero.con




HETERO LABS LIMITED

UNIT-Il (E.O.U)

Factory: 22-110, IDA, Jeadimett,
Hyderabad - 500 055, Telangana, INDIA,
Phone : +91 40 23096171/ 72/ V3/74

—— .
’ Certificate No.:

Ceprudirar No:

Page 6 of 6

03FP24003707 Cropinka 63 6

]

Labelling
Mapxysanns

Should correspond to the MQC requirements
Mosutito sinnosinary sumoran MK

Corresponds 1o the MQ
requirements
Binnoginae BHMOTram

MK

Packaging
Ilakysanns

Should correspond to the MQC requirements
Hoeuurio sinnosinary Bumoram MK S

Corresponds to the MQC
requirements
Binnosinae sumoram

MK

1 hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packagilzg/labeling and quality control at the above 'nentioned site in full compliance
with the requirements specified in the current GMP guidelines approved by the Ministry of Health of Ulraine
and with the requirements of the registration dossier of the destination country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GAPy,

L 5 3ac8iouyio, wo nasedena suwe indhopuayis ¢ docmogipnoio ma moynoo, Lo cepii npooyxyii 6yno
supobneno (sxmovanyy NAKY6arHA/mapkyeanns) ma KORMpOIL 1 #KOCME Ha Guyesasnayeniii SUPCOHUYiT
Oireruyi nposedeno Y noeniit ¢idnosidnocmi 3 SUMOCaMU, 3azHavenuwy ¢ yuuuis nacmanosi 3 GMP,

3ameepoocenii Minicmepemeom OxXOpony 300poe s
npusnavenns. IIpomoxony
6ionogionicme GMP.

Yupainu, i 3 sumozanu beecmpayiiinozo docse Kpainy
6UPOOHUYMSa, narysanns ma ananizie Oyno nepeznanymo maq 8CIManI6ReH0

Name

Position of person authorising the batch release
[Mpizsme

IMTocana 0cobu, Axa Bunana nossin Ha BUIYCK cepil

Nilesh.K
AGM-Quality Assurance
Hinem I,
III'K-3a6e3nevenns SIxocTi

Signature of person authorising the batch release
Higmuc ocobu, sika Bugana HO3BiT Ha BHITYCK Cepii

Date of signature
Hara nignucanns

Corporate

7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, india

T: +91 40 23704923 / 25

www.hetero.com
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