JEPJKABHA CJIYKBA 3 JIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KMIBCBKIA OBJACTI
npos. Ceitauunoi Hapit, 3, M.Kuis, 02099, ten/paxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Ko €IPTIOY 37078774

BUCHOBOK
npo sAKiCTL BBE3eHOI0 B Vikpainy JikapchbKoro 3acody

20.11.2024 Ne 52698/24/10

BAJALIMKJIOBIP-TETEPO

(HaiiMeHyBaHHS JIKAPCHKOT0 3ac0By 3rifHO 3 peecTpaliitHuM HOCBIAUEHHAM)
TalJIeTKH, BKPUTI IUTIBKOBOIO 060JI0HKO10, 110 500 mr, no 6 Tabaerox y 6aictepi; mo 5
Gaictepis y kopoOui 3 KapTOHY

(dopma BRITYCKY, HOIYBAHIS, BH IIAKYBAIHA mKapesKkoro 3acoby)
Howmep peccrpauiiisoro nocsiguenns UA/ 17017/01/01 crpox aii peecrpauiiinoro nocsinuesis 01 .01.2099
Cepis nixapesioro 3acoby Ne E241470G KinbKicTb BBE3CHOTO Jlikapeskoro sacoby 7954

Bupobrux Terepo J1a63 Jlimires, Inais

(naifvenysanns BUPOOHHKA JTIKAPCLKOTO 3acofly, Kkpaiiia HOXOMKEHR)

Baeseno B Ykpaiiy Tosapucrso 3 ofMekenoro Bignosigambuicrio "AMAPOKC
. JOKPEMH JIMITEN", ixewr. xon: 43687709

(uaiiMenyBatis Ta KoJ 38 €JIPTIOY sopujuunoi ocobu abo npizHie, iM's, 110 GaTpKOBI (iznunoi
ocobu - nianpuemud, i Micue nPONHBAHHS T4 peecTpauiifiiii Homep 0ONIKOBOT KAPTKH MUIATHIIKA
noaaTkis abo cepis Ta HOMEP NacnopTa)
YIporoKos Bi3yasbHOr0 KOHTPOJLIO Bijl 15.10.2024 Ne 3139/2.

JlaGoparopruii anasi3 SKOCTi JKAPCHKOTO zacoby auificHeHui:

JIabopaTOpis 3 KOHTPOIIO AKOCTI JIKAPCHKUX saco6is TOB "JOBPOBYT-JIIKMJIAB" (M. Kuis,
sy, Hosropoa-Cisepcbka, Oya.3, HEXHUTIIOBI mpuMilleHHs 92)

(HaliMenyBaHHs Ta MICLE3HAX0KEHNT naGopatopil, uo nposeia saboparopunii anani3 skocri)

BHCHOBOK LOO AKOCT JiKapehKoro 3acofy, BulaHuii 1abopatopicio Bin 15.11.2024 Ne 1723-24

Pesynbrati mabOPaTOPHOTO aHANi3y AKOCTI JTIKAPCHKOTO 3aC00Y 3 NEPEBIPEHHMU NOKAZHHKAMH ginnmosiaaioTh
BUMOTAM METO/LIB KOHTPOJIO AKOCTI (AHANITHUHO-HOPMATHBHOT JOKyMeHTanii).

3a  pesynLTATAMM  AEKABHOTO KOHTPOMIO  BCTAHOBACHO, 11O nikapebxnit  3aci6  BBeseno B Ykpainwy 3

JOTPUMAHHAM BAMOr 3aKOHOAABCTBA OO 3aGesneenHs IKOCTI NikapehKux. 3aco6is.
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HETERO LABS LIMITED

UNIT-II (E.OV)

Factory ; 22-110, IDA, Jeedimetla,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/72/73 [ 74

BATCH CERTIFICATE
CEPTU®IKAT CEPII
Certificate No.: Page 1 of 6
Ceprudixar Ne: 03FP24003783 Cropisa 13 6

Product name: VALACICLOVIR-HETERO Manufacturing country: | India
Hazpa npoaykuii: BAJAIMKJOBIP-TETEPO Kpaina-supoGunk: Iupis

. Film-coated tablets 500 mg , L. Ukrai
Phamacenicn 01| rggeren,peprriaimonon (WU SO,

P pua: oGononxo10, 1o 500 mr p P )
Strength/potency: 1 tablet contains Valaciclovir 500 mg (as valaciclovir hydrochloride)
Cuta giVaxTuBHicTs: | 1 rabuerxa micTuTs 500 Mr BaANMKNOBIPY (y BUIIsAL BATAHKIOBIPY
rigpoXJIopHAY)

Type and size of 6 tablets in a blister; 5 blisters in a carton box. Marking in Ukrainian.
pack‘aging:‘ 1o 6 TaGaerok y Gaictepi; no 5 Gaicrepin y kopobui 3 kapTony. MapKysanns
Bup 1 posmip yDaKoBRH: | yynaiucsK010 MOBOIO.
Batc'h No.: E241470G Batclf Slze:m 10200 packs
Cepisg Ne: Posmip cepil: YN2KOBOK
Mfg. Date: 04.2024 Expiry Datf: 03/2027
lIaTa BHPOOHHUTRAS IIpuparTaui jo:
Regnstratlgn Certlﬁ.cate: UA/17017/01/01 fo}ld up to: Unlimited ‘
Peectpaniitne nocBiuenns: Jlilicne no: Heobmemenui
Ma:mfacturer name: l—‘Ietero Labs Li.mi‘ted Man. ljicens_e No.: |, pr/AP/2001/F/R
Haiimenysauus supobunxa: | Uerepo JIa63 Jimiren Bup. sinensia Ne:
Location: Unit ITI, Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055

Telangana, India
Micnesnaxomaenns: | ¥Onir III, ®opmyaeitwn Iaor Ne 22 - 110 LIA, Lxaaiverna, Xakinepaban, 500 055
Tenauraua, Inaist

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

validity:

requirements of the GMP No.: 449/2023/C-885 Tepmin il 07.12.2024
BHCHOBOK WOXO MiATBEPMKEHHS YMOB BUPOSHUUTBA JiKAPCLKUX )
3aco0iB_sumoram HBIT Nu:
Analysis procedure results
Pe3yabTaTH NPOBEACHHS AHAJIZY
Sr. No Test / Specification / Jomycrumi Me'mi Result /
Nes/n| Tlokasuuk akocti Release | Sl.'e‘f'hfe/ . PezyabTat
ApH BUIYCKY HA TepMiH NPUAATHOCTI
1 | Deseription White to off-white, film coated, caplet | Off-white, film coated, caplet shaped
shaped tablets, debossed with *V” on one tablets, debossed with “V” on one side
side and *500° on the other side and “500° on the other side

Kancynonoai6ui rtabnetkn Ginoro a6o | Kancynononibni Tabnetku Maike
Maibie Gi10r0 KOabOPY, BKPUTI MHBKOBOKO | Gi10ro KOLOPY, BKPHTI MITIBKOBOIO
0GOJIOHKOIO, 3 HAIMCOM «V» 3 ORHOrO GOKY | OBOJIOHKOO 3 HAMCOM «V» 3 OZIHOTO
i «500» 3 ixworo GOKY. Goky i «500» 3 iHioro Goky.

Onuc

Corporate
7.2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India
T: +91 40 23704923 / 25 www.hetero.com




HETERO LABS LIMITED

UNIT-11! (E.O.U)
Factory: 22-110,1

DA, Jeedimetls,

Hyderabad - 500 055. Telangana, INDIA,
Phone : +91 40 23096171 /72/ 73/ 74

Certificate No.:
Ceprudikar No;

03FP24003783

Page 2 of 6
Cropinka 236

Sr.No Test /

Ne 3/n

Specification / lonycTimi mexi

IMokazuuk axocTi

Release /
fIpH BUTTYCKY

Shelf-life /
HA TEPMiH NPUAATHOCTI

Result /

PezyapraTt

2 Identification
Ipentudikanis

2.1 |HPLC Method

Metox BEPX

The retention time of the
major peak in the
chromatogram  of the
sample preparation should
correspond to that in the
chromatogram  of  the
standard preparation, as
obtained in the Assay.

Ha xpomarorpami
JOCTIPKYBAHOI'0 POIUHHY
4ac yTPUMYBaHHA
OCHOBHOTO r1iKa Mae
36iraTucs 3 HacoMm
YTPUMYBaHHS MiKy Ha
XpomaTorpamax
CTAHAAPTHOIO PO3UUHY,
OTPUMAaHHUX B PO3AIi
«KinbKicHe BU3HAUEHHS.

Not carried out

He IIpOBOAMTHCA

The retention time of the
major peak in the
chromatogram of the
sample preparation
corresponds to that in the
chromatogram  of  the
standard preparation, as
obtained in the Assay.

Ha xpomarorpami
IOCTIDKYBAHOTO PO3HHHY
yac YTPHMYBaHHS
OCHOBHOTO mixa
3biracrecs 3 4acom
yTpMMYBaHHs MKy Ha
xpomarorpamax

CTAHAAPTHOrO  PO3HHHY,
OTPUMAHHMX B  posaini
«KinpKicHEe BU3HAHCHHAN.

2.2 {UV Method

Meron YO

The UV  absorption
spectrum  of  sample
preparation should exhibit
maxima at the same
wavelength as that of
standard preparation.

Yd-crexTp NOriyMHaHHA
BUNMPOOYBAHOro PO3UUHY
fIOBHHEH BiMOBIAaTH 34
HasABHICTIO MAKCUMYMiB
1pH THX XKe HORMKUHAX
XBHJTI, IO | CIEKTP
CTAHJAPTHOTO PO3UHHY.

Not carried out

He nposoauTsca

The UV  absorption
spectrum  of  sample
preparation exhibits

maxima at the same
wavelength as that of
standard preparation.

Vd-cnextp nornMHaHHA
BUMpPOOYBaHOTO PO3HMHY
BiAMOBIKAE 33 HASBHICTIO
MAKCHMYMIB NpH THX e
HOBXKMHAX XBWIL, WO i
CHeKTp CTaHJapTHOIO
PO3YHHY.

Corporatel...

2.3 |Test for Chlorides

Curdled white precipitate
should form with silver
nitrate  solution.  The
precipitate should dissolve
easily in ammonia with the
possible exception of a
few large particles, which
dissolve slowly.

CupHuctat  Oinui  ocaj
MOBUHEH YTBOPIOBATHCA 3

Not carried out

Curdled white precipitate
formed with silver nitrate
solution. The precipitate
dissolves easily in
ammonia with the
possible exception of a
few large particles, which
dissolve slowly.

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

T: +91 40 23704923 /25
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HETERO LABS LIMITED

UNIT-IIf {E.O.U)

Factory : 22-110, IDA, Jeedimetia,
Hyderabad - 500 055. Telangana, INDIA.
Phone ; +91 40 23096171/ 72/ 73 {74

Certific_ate N(i': 03FP24003783 Page 3 of 6
Ceprudirat Ne: Cropinka336
Sr. No Test / Specification / Jomyernwmi mexi Result /
Nes/n [Toxa3uuK SKOCTi Release / Shetf-dife / . PesynpraT
fpH BHIIYCKY HA TepMIH npuAATHOCTI
Xopaau po3uuHOM HiTpaty cpibaa. | He mpoBoanTLCH VTBOPIOETLCS CUPHNCTHH
Qcaji  MOBMHEH  JIErKO Hinuit ocap 3 pO3YHHOM
PO3UMHSTHCS B amiaky 3 uitpary cpitna. Ocaa
MOMUJTUBUM BUHATKOM JIErKo pO3'—lPlH5{CTbC${ B
JEKINbKOX KPYITHUX amiaky 3 MOMUTUBUM
YACTHMHOK, fAKi [OBITLHO BHHATKOM JIEKINBKOX
PO3YMHSIOTHCH. KPYMHMX YaCTHHOK, sKi
ﬂOBiJ‘leO pOS‘{HHﬂlOTbCﬂ,
2.4 | IR Method The Infrared absorption | Not carried out The Infrared absorption
spectrum of the finely spectrum of the finely
ground tablet powder in ground tablet powder in
potassium chloride potassium chloride
dispersion  compressed dispersion  compressed
into a disc should exhibit into a disc exhibits
maxima only at the same maxima only at the same
wavelengths as that of the wavelengths as that of the
similar  preparation  of similar preparation of
Valaciclovir Valaciclovir
Hydrochloride Hydrochloride
Monohydrate working Monohydrate  working
standard. standard.
Meron TU [Y-ciektp  norivHaHHs | He mpoBOAMTAER [Y-cnexTp  MOMIHHAHHA
MiJIKO noapi6HeHoro MUJIKO nojapibxeHoro
nopoiky — Tabsetok B nopowky Tabnetok B
3apiGueHoMy Ka1iio 3apiGHeHOMY Kaiito
XMOPUAY CHPECOBAHOMY B XKJIOpHY COPEcOBAHOMY B
QUCK MIOBWHEH quck  Biamosimae 32
BIAMOBINATH 32 HAABHICTIO HASBHICTIO MaKCUMYMiB
makcumymis [H-cniexrpy [Y-cnextpy  AHAJOTi4HO
AHATOTIUHO 11 ArOTOBJICHOIO
HigroTOBAEHOIO pobouoro CTaHAapTy
pobouoro CTaHAapTy Banauukiosipy
Basiauuknosipy rIpOXJIOPHIY
rigpoxaopuny MOHOriApaty.
MOHOTiApary.
3 | Water content
(By KF, Not more than 10.0 % Not more than 12.0 % m/m | 8.8 % m/m
Determined on 0.2 g) | m/m
Bonxa (Meron
K_Dimepa, He Ginpue 10,0 % w/m | He Ginbue 12,0 % m/M 8,8 % m/m
BHM3HAYEHHK
npoBoANTH Ha 0,2 1)
4 | Average weight 717.50 mg + 3% Not carried out 730.19 mg
(695.98 mg — 739.02 mg)
Cepeans Maca 717,50 mr £3% He npoBoanThCs 730,19 mMr

www.hetero.com




HETERO | ABS LIMITED

UNIT-1Il (EQV)
Factory : 22-110, |

DA, Jeedimetla,

Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/ 72/ 73 [ 74

ot

Certiﬁc?te No.: 03FP24003783 P‘age 4 of 6
Ceprudixar Ne: Cropinka 4 3 6
Sr. No Test / Specification / JonycTumi mexi Result /
Ne3fn MloKa3HHK SIKOCT Release / Shelf-life / ) PesysanTaTt
npy BUNYCKY HJ TeppMiH NPHAATHOCTI
(or 695,98 mr mo 739,02
Mr)
5 | Disintegration time Not more than 30 minutes | Not carried out 17 Minutes 54 Seconds
He 6inpbiue 30 xsuiuH
Posnaganus He 11poBOAHTLCS 17 xBuiIMH 54 CEKYHAH
6 | Dissolation Not less than 80% (Q) of | Not less than 75% (Q) of | Tablet-l: 98%
labeled amount of labeled amount of Tabnerra-1
Valaciclovir is dissolved | Valaciclovir is dissolved ¥22Le;;ia 299 %
in 30 minutes. in 30 minutes. Tablet-3: 95 %
Po3unsenns He menu 80 %. (Q) Bin He meu 75% .(Q) Bill 1{2:?5:3) 99 9
3a5BRAEHOIO BMICTY 3a5iBJICHOIO BMICTY Tabaerka-4
BanaudkioBipy Banauuwiosipy Tablet-5: 97 %
PO3UMHAETLCS MPOTATOM | PO3YMHAETHLOS NPOTATOM | Tabnetka-5
30 xs. 30 xa. Tablet-6: 99 %
Tabnerka-6
Average: 98 %
Cepense:
7 Uniformity of Dosage
units Acceptance value (L1) not | Not carried out
(By mass variation) more than 15.0
3.1
OpuopigHicTs Tpuitmansre gncio (L1) | He nposoautsesd
A030BaHUX ofuHHNL | He Ginbwe 15.0
(po3paxyHKoBoO-
BaroBuii MmeTon)
8 | Enantiomeric Purity.
Impurity-R Not more than 3.0% 1.1 %m/m
ExanriomepHa % M\M
uncrora. Jomimka-R | He Ginsuue 3,0%
9 |Related compounds

Impurity - A

Impurity - B

Impurity - C

Impurity - P
Maximum Single
unknown Impurity
Total Impurities (Sum
of Related substances

Not more than 0.5%m/m
Not more than 2.0%m/m
Not more than 0.3%m/m
Not more than 0.3%m/m
Not more than 0.10%m/m

Not more than 5.0%m/m

Not more than 0.5%m/m
Not more than 2.5%m/m
Not more than 0.3%m/m
Not more than 0.3%m/m

Not more than 0.10%m/m

0.034 %m/m
1.329 %m/m
0.067 Yom/m
Not Detected

0.036 Y%m/m

T: +91 40 23704923 / 25

and Enantiomeric Not more than 5.5%m/m | 2.720 %m/m
purity)
Cynpoginni goMiurkn
Tomimka-A ne Ginsiue 0,5% e Ginswe 0,5% 0.034 % mM\m
Hominika-B He Ginsiue 2,0% e 6insiue 2,5% 1.329 % m\m

| NNomimka-C ne Ginbure 0,3% ue Ginbwe 0,3% 0.067 % m\m

rporat
7-2-A2, Industria) Estates, Sanath Nagar, Hyderabad-500 018, Telangana, India
www.hetero.com




HETERQ LABS LIMITED

UNIT-1 {E.O.V)

Factory : 22-110, IDA, Jeedimetla,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/ 72/ 73 [ 74

Certificate No.: Page S of 6
Cepradikar Ne: 03FP24003783 Cropinka 536

Specification / donyctnmi mexi Result /

Release / Shelf-life / PesyabTat
npH BHITYCKY Ha Tepmin NprUaaTHOCTI

Homiwxka-P He 6inbue 0,3% ne 6insie 0,3% He sussneHo
MakcumanbHa
OLMHHYHA
deigenrudikorana
JoMitika e 6inpue 0,10% He Ginwiue 0,10% 0.036 % m\m
Cyma gomituok (B
oMy yHchi
EnxauriomepHy He 6inbie 5,0% ye Ginbure 5,5% 2.720 % M\m
YHCTOTY)
10 | Assay
Valaciclovir (mg) 475,00 - 525.00 mg 505.93 mg
(%) Labeled amount 95.0 % — 105.0 % 101.2 %

Sr.No Test/
Nes/n Hoka3zHUK IKOCTI

Kinpkicne BU3HAMCHHSA
Banauukiiosip (Mr) 475,00 - 525,00 mMr 505,93 mr
3asBfeHa KiBKICTb 95,0 % — 105,0 % 101.2 %
(%)

11 | Microbiological
examination

Total aerobic microbial
count (TAMC) Not more than 1000 cfu per g Less than 10 cfu per g
Total combined yeast
and moulds count
(TYMC) Not more than 100 cfuper g Less than 10 cfu per g
Test for specified
Microorganisms
Escherichiu coli Should be absent per I g Absent per g
MixpoGionoriuna
YHCTOTA

3aranpHa KieKiCTh
KUTTEIAATHIX
aepobuuX
Mikpoopratizmis se 6isswe 1000 KYO/r Menwel0 KYO/r
(TAMC)

3aranbHa KiNbKICTH
NAICEHEeBHX i He 6insine 100 KYO/r Meuwel0 KYO/r
ApDKUKOBHX rpubGis
(TYMC)
Creundiuni
MiKpOOpraHisMH nosuHHi 6yTH BiacyTHIMH B | T Biacyrsi B IT
Escherichia coli
12 | Identification of An orange red colour ' Not carried out An orange red colour is
colourant should appear. appear.

(Titanium dioxide)
TnenTudikanin 3’ABNAETECE  OPAKEBO-

Cbrporate| DapBHUKA He npoBoauThecs yepBOHE 3a0apBICHHS

7.2-A2, industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, india
T: +91 40 23704923 /25
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HETERO LABS LIMITED

UNIT-Ill (EOU)

Factory : 22-110, IDA, Jeedimetla,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/72/ 7% | 74

Certyiﬁqate No.: 03FP24003783 Page 6 of 6
Ceprudirar Ne: Cropitka 63 6
Sr. No Test/ Specification / JomycTumi Mexi Result /
Nas/n IMoka3zuuk sikocTi Release / Shelf-life / ) Pesynbrar
fpH BURYCKY HA TePMiH IPHAATHOCTE
(THTaHY ATOKCHI) [ToBuHHO 3 ABHTUCH ‘
OpaHKEBO-4EPBOHE
safapBicHH.
Labelling Should correspond to the MQC requirements Corresponds to the MQC
MapkysaHHS ToruuHo sinnosinaru sumoram MK requirements
Bignosigae suMoram
MK
Packaging Should correspond to the MQC requirements Sorresponds to the MQC
HaxyBanust IMosuuHO BignosigaTy BuMoram MIKJI requirements
Bignosinac pumoram

[ hereby certify that the above information is authentic and accurate. This baich of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance
with the requirements specified in the current GMP guidelines approved by the Ministry of Health of Ukraine
and with the requirements of the registration dossier of the destination country. The baich processing,
packaging and analysis records were veviewed and found to be in compliance with GMP.

LJum st 3aceiouyio, wo nagedena suue inpopmayis € JOCIMOGIPHOIO MA MOHHOI). Lo cepiio npodyxyit byno
supobneno (6ruouwaIOU NAKYSAHHS/MAPKYGAHHS) MA KOHMPONb 1L arocmi HA GULYEICEHAYEH [ EUPOOHUYIT
QinbHuYi NPogedeHo y noguiii gionogionocmi 3 uUMo2aMU, 303HAYCHUMU 6 yuuniii wacmanogi 3 GMP,
sameepdoiceniti Minicmepcmeom 0xoporu 300poe’ss Ypainy, i 3 sumozami peccmpayitinozo 0ocve Kpainu

npusHauenns. IIpomoxonu GUPOGHUYMER, NAKYSANHA MA ANANI3IS byno nepeznsHymo ma 6CIMANOGACHO
gionogionicme GMP.

Name | Nilesh.K
Position of person authorising the hatch release AGM-Quality Assurance
pissuite g;{}[zlj;;(ﬁiemeqeuuﬂ Axocti
[Tocana ocobu, sKa BHaJA A03BII HA BHMYCK cepil

Signature of person authorising the batch release
Tlixmuc ocobu, sika BUAANA A03BiM Ha BAMYCK cepil

Date of signature
Jlara nignucauus

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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