JIEPJKABHA CJIYXKBA 3 JIIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHUIBCBHKIN OBJIACTI
npos. Ceitauunoi Hanii, 3, m.Kuis, 02099, ten/axc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
npo AKiCTL BBE3eHOr0 B Vipainy JiKapebKoro 3acody

20.11.2024 Ne 52698/24/10

BAJALIMKJIOBIP-TETEPO

(HailMeHyBaRHS JiKAPCLKOro 3acoBy 3rifko 3 peecTpalliiiHiM HOCBIAUCHHAM)
TabaeTKH, BKPUTI ITIBKOBOIO 060JI0HKO10, TIO 500 mr, mo 6 Taénerox y Guictepi; o 5
GaictepiB y kopoOui 3 KAPTOHY

(dopma BRITYCKY, HO3YBANHS, BHJ TIAKYBUHHA niKapesKoro 3acoby)
Homep peccrpaiiiinoro nocsixuenns UA/ 17017/01/01 crpok aii peccrpauiiinoro nocsinuens 01 .01.2099
Cepis nikapeskoro 3aco0y Ne E241470G KistbKicTh BBEICHOTO Nlikapeskoro sacoby 7954

Bupo6HuxK Terepo J1a63 Jlimiten, Inais

(naiivMenyBanis BHPOGHHKE JKAPCLROTO 3acofy, kpaiiia HOXOAKEHNS)

Baeseno B Ykpainy Tosapucrao 3 ofMexenomo sinnosizaapuicrio "AMAPOKC
. JOKPEMH JIIMITEJ", ineut. xon: 43687709

(zaitvemysatis Ta kog 38 €APTIOY jopisuuol ocobu abo npissre, in'st, 10 GarbKosi Biznutol
ocobu - nignpuemus, i Micue nPOKHBAHHS Td peecTpauiitumii Homep 067iKOBOT KAPTKH MUIATHIKA
noaaTkis abo cepis Ta HOMEpP NACnopTa)

TIporoKoJl Bi3yaabHOro KOWTPOIIO Bijl 15.10.2024 Ne 3139/2.
JlaGoparophuii ananis sxoCTi JKAPCHKOTO zacoby 3iHCHEHHH:

JlaGopaTopist 3 KOHTPOMIO SKOCTI JTiKapCHKAX 3aco6is TOB "[JOBPOBYT-JIIKMJIAB" (M. Knis,
sy, Hosropoa-Cisepcbka, Oya.3, HEKUTIIOBI NpUMilLicHHsA 92)

(aiiMerTy BAHIHS T4 MICHE3NAXONKCHNE naGoparopii, wo nposena saboparopuuii anaiis AKoCTl)

BHCHOBOK IOO AKOCT] JIKAPCHLKOTO 3ac0By, BUIaHHI HaGOPATOPIEio BiA 15.11.2024 Ne 1723-24
PesyanTaTi nabopatopHOro ananisy SKOCTI JIIKAPCLKOTO 3aC00Y 3a NEPeBipeH MU NOKAZHHKAMH pianosigaioThb
BUMOTAM METO/iB KOHTPOJUO SKOCTI (AHANITHUHO-HOPMATHBHOT JokyMmenTauii).

3a  pesyAbTATAMH ACPKABHOTO KOMTPOMO BCTUHOBACHO, IO nikapebkuil  3aci6  BBeseno B Ykpalwy 3

JOTPHMAHHAM BAMOT 3aKOHOAABCTEA IOJO 3aesneqenns SKOCTI TiKapehKux 3acobis.
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HETERO LABS LIMITED

UNIT-I1 (E.OU)

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

BATCH CERTIFICATE
CEPTU®IKAT CEPII

Certificate No.: Page 1 of 6

Ceprutisar Ne: 03FP24003783 CT°0 pitrka 13 6
Product name: VALACICLOVIR-HETERO Manufacturing country: | India
Hazsa npoaykyii: BAJAUMKJIOBIP-TETEPO Kpaina-supoGunk: . Lugin
Pharmaceutical form: Film-coated tablets 500 me Destination country: Ukraine
Jlikapcska dopma: | Tabueri, BKPHTI MIIBKOBOI0 Kpaina npnzﬂaqe;yl;n: Yxpaina

oGononkoio, no 500 mr

Strength/potency:
Cuna pivaxkrapricts:

1 tablet contains Valaciclovir 500 mg (as valaciclovir hydrochloride)
1 Tabaerka micTHTb 500 MI BatAUHKIOBIpY (y BUIISIAL BAJIALMKIOBIPY
rigpoxiopuay)

Type and size of 6 tablets in a blister; 5 blisters in a carton box. Marking in Ukrainian.
pack‘aging:. 1o 6 TaGserox y 6aicrepi; no 5 Gaicrepis y xopobui 3 kaprony. MapKysanus
Bup 1 posmip yNakOBRH: | yienaiuchbK010 MOBOIO.

Batc'h No.: E241470G Batclf Slze:m 10200 packs
Cepig Ne: Posmip cepil: YHIKOBOK
Mfg. Date: 04.2024 Expiry Datf: 03/2027

lIaTa BHPOOHHUTEA: IIpuparnun 10}

Regnstratlgn Certlﬁ.cate: UA/17017/01/01 fo}ld up to: Unlimited \
Peccrpauiiine nocpigyenus: JlilicHe xo: Heobmemennil
Ma:mfacturer name: }!etero Labs Li.rn{ted Man. ljicens_e No.: |, RR/AP/2001/F/R
Haiimenysauns supobuuxa: | Uerepo Jla63 Jimiren Bup. sinensia Ne:

Location:

MicnesHaXoMKeHHN:

Unit 111, Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055
Telangana, India
FOnir III, ®opmyaeitmus [aor Ne 22 - 110 1JIA, /Bxunaiverna, Xalinepaban, 500 055
Tenanraua, Inais

requirements of the GMP No.:

3aco0ip Bumoram HBI1 Nu:

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

BHCHOBOK HIORO MiXTBEPMKEHHS YMOB BHPOSHAUTBA JIKAPCHKHX

449/2023/C-885

validity:

L0 107.12.2024
Tepmin aii:

Analysis procedure results
Pe3ybTaTH NPOBeASHHs AHATIZY

Specification / Jomycrami mexi

Sr. No
Ne z/n

Test/
{loxa3zHUK SKOCTI

Release / Shelf-life /
npH BHIYCKY HA TepMin NPUIATHOCTI

Result /
PezyabTat

1 | Description

Onuc

Kancynonoaibsi
maibke GiIOr0 KOAbOPY, BKPUTI TUTIBKOBOKO
OBOJIOHKOIO, 3 HarMcoM «V» 3 oaHoro Goxy
i «500% 3 iHuroro Goky.

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

tabnetkn Oinoro  abo

Off-white, film coated, caplet shaped
tablets, debossed with “V” on one side
and ¢500” on the other side

KancysnononiGui Ttabnetkn  maiike
6inOro KoILOPY, BKPHTI MJIIBKOBOIO
OBOIOHKOO 3 HAIHCOM «V» 3 OJIHOTO
Goky i «500» 3 inwworo Goky.

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-111 (E.O.U)
Factory: 22-110, ]

DA, Jeedimetla,

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

Certiﬁc.ate No.: 03FP24003783 Page 2 of 6
Ceprudiikar Na: Cropinka 236
Sr. No Test/ Specification / JonycTHmi mexi Result/
Na a/n TMokasuuk sKoCTi Release / Shelf-life / . PesyapraT
IpN BUNYCKY HA TCPMIH NPUAATHOCTI
2 {Identification
Izentudicauin

2.1 [{HPLC Method The retention time of the | Not carried out The retention time of the
major peak in  the major peak in the
chromatogram  of  the chromatogram of the
sample preparation should sample preparation
correspond to that in the corresponds to that in the
chromatogram  of  the chromatogram of the
standard preparation, as standard preparation, as
obtained in the Assay. obtained in the Assay.

Metox BEPX Ha xpomarorpami He nposoaurses Ha XpOoMAaTOrpami
JOCTIDKYBAHOIO PO3UHHY JOCITIKYBAHOTO PO3UHRY
Yac yTPUMYBAHHS yac YTPHUMYBaHHS
OCHOBHOTO MiKa Mag OCHOBHOTO nika
36iraTucs 3 4acoMm aGiracrecs 3 4dacom
YTPUMYBaHHS MiKy Ha yTpUMYBaHHS  [iKy Ha
Xpomarorpamax XpomarTorpamax
CTAHAAPTHOrO POBUMHY, CTAHAAPTHOTO  PO3UMHY,
OTPUMAHHX B PO3AIi OTPUMAHHMX B PO34ini
«KinbKicHe BU3HAYECHHSN. «KinpKicHe BU3HAHCHHA»,

2.2 |UV Method The UV  absorption | Not carried out The UV  absorption
spectrum  of  sample spectrum  of  sample
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.

Metoa YO V®-cnexrp norsmdadus | He npoBoautses Vd-crexTp NOrI¥HaHHA
BUMPOOYBAHOIO PO3UUHY BUIPOGYBAHOTO pPO3HUHY
fI0BHHEH BiAMOBIAATH 34 BIATIOBIZAE 33 HAABHICTIO
HasABHICTIO MAKCHMYMIB MAKCHMYMIB TP THX e
TIPH THX Ke HOBKHHAX JOBXUMHAX XBWI, WO |
XBUIIL, 11O | CIIEKTP CHEeKTp CTAHAAPTHOrO
CTAHJAPTHOTO PO3UHHY. PO3YHHY.

2.3 |Test for Chlorides Curdled white precipitate | Not carried out Curdled white precipitate
should form with silver formed with silver nitrate
nitrate  solution.  The solution. The precipitate
precipitate should dissolve dissolves  easily in
easily in ammonia with the ammonia with the
possible exception of a possible exception of a
few large particles, which few large particles, which
dissolve slowly. dissolve slowly.
CupHuctnit  Oinui  ocan

¢ " MOBHHEH YTBOPHOBATHCA 3

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-Il1 {EO.U)

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

Certific-ate N(i': 03FP24003783 Page 3 of 6
Ceprudpixar No: Cropinka3 36
Sr. No Test / Specification / Jomycruni Mexi Result / T
Ne s/m [Tokassuk sAKoCTi Release / Shelf-life / . PesyneraT
fpH BHITYCKY Ha TepMiH NpHAATHOCTI
Xopuau po3umMHOM HiTpaTy cpibna. | He MPOBOANTLCH VTBOPIOETLCS CUPHUCTHH
Ocan = MOBWMHEH  JIErKO Binuit ocaf 3 pO3HUHOM
PO3UMHATUCA B aMmiaky 3 nitpary cpibna. Ocaa
MOJTUBHM BUHATKOM NErko  PO3YHHACTRCS B
JEKINBKOX KPYIHUX amiaky 3 MOMITUBHM
YACTMHOK, HKi [OBUILHO BUHSTKOM LEeKIALKOX
PO3YMHSIOTHCA. KPYTHMX YaCTHHOK, SKi
ﬂOBi.ﬂbHO pOS‘{HHHXOTBCﬂ.
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 T4 [Y.ciextp  nornuHaHud | He npoBOAMTHCA [Y-crekTp  ROrJIMHAHHA
MiNKO noapibHeHoro MUTKO nojpidseHoro
nopoiky — Tafserok B nopoilky Tabnerok B
3npiGueHoOMy KaJ1iio 3apiGHenomy Kanito
XJIOPHAY CIIPECOBAHOMY B KJIOpUJLY CIPECOBAHOMY B
UCK FIOBWHEH guck  Bignosinae  sa
BIANOBIATY 32 HASABHICTIO HAABHICTIO MAKCUMYMiB
makcumymis  [H-criekrpy [U-cnexrpy  aHANOTi4HHO
AHAITOTIUHO THArOTORJIEHOFO
NiAroTOBACHOO pobouoro cTaHaapTy
pobouoro CTaHRapTy BanaugiJiosipy
Baniauukiosipy riapoxJIopuay
rigpoxiopuny MOHOTiApaTy.
MOHOriAparty.
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
Bogxa (Meron
K_diwepa, He Ginpue 10,0 % w/m | He 6inbue 12,0 % m/M 8,8 % w/m
BH3HAYEHHS
nposoasTh 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 npoBoAHTBCS 730,19 mMr

www.hetero.com




HETERO 1.ABS LIMITED

UNIT-1I (E.C.V)
Factory : 22-110, |

DA, Jeedimetla,

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

C

Certiﬁcfxte No.: 03FP24003783 P_‘age 4 of 6
Ceprudixar Ne: Cropinka 43 6
Sr. No Test / Specification / JonyeTumi mexi Result /
Neafn MoKasHHK SKOCTI Release / Shelf-life / ) PesysbTaT
npu BUOYCKY HJ TepriH NPUAATHOCTI
(or 695,98 mr no 739,02
MT)
5 | Disintegration time Not more than 30 minutes | Not carried out 17 Minutes 54 Seconds
He 6inswe 30 xsunH
Posnaganns He nposoaHTbLCA 17 xBuitMH 54 CeKyHAH
6 | Dissolution Not less than 80% (Q) of | Not less than 75% (Q) of | Tablet-1: 98 %
labeled amount of labeled amount of TaGnera-1
Valaciclovir is dissolved | Valaciclovir is dissolved "Tr:glleet;ia 299 %
in 30 minutes. in 30 minutes. Tablet3: 95 %
Pozuansenus He menu 80 %. (Q) Bin He meuw 75% .(Q) Bill 1{2:?5:3) 99 9
3a5BREHOTO BMICTY 3a8BJICHOIO BMICTY Tabaerka-4
Banaudkiosipy Banauuwiosipy Tablet-5: 97 %
PO3UMHAETLOS POTATOM | POSHMHAETLCA NPOTATOM | TaGnerka-5
30 xs. 30 xa. Tablet-6: 99 %
Tabnetka-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
OpuopigHicTh Tpuitmanshe sncio (L1) | He nposoantsesd
A030BaHAX oguHuNL | He Gimswe 15.0
(pO3paxyHKOBO-
BaroBuii merona)
8 Enantiomeric Purity.
Impurity-R Not more than 3.0% 1.1 %m/m
Eunanriomepna %% M\M
yncrora. Jomimka-R | He Gumsure 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 Y%em/m
Not Detected

0.036 %m/m

and Enantiomeric Not more than 5.5%m/m | 2.720 %m/m
purity)
Cynposinni nomimrkn
Tomiuika-A ne Ginsie 0,5% e Ginbe 0,5% 0.034 % mM\m
Homimka-B He Gutsiue 2,0% e Ginsiue 2,5% 1.329 % m\m
i Nomimka-C ne 6inswe 0,3% ue 6inbe 0,3% 0.067 % M\m
rporat
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018, Telangana, India
T: +91 40 23704923 / 25 www.hetero.com




HETERO LABS LIMITED

UNIT-It {E.OV)

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

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

Specification / TomycTumi mexi Result /

Release / Shelf-life / PesynsTat
npH BUNIYCKY Ha Tepmin npuaaTHOCT

Jomiuka-P re 6inbuie 0,3% ne 6insure 0,3% He sussneHo
MakcumanbHa
OLMHHYHA
HeinenTudikosaHa
[oMiLiKa ue 6inpe 0,10% He Giaviue 0,10% 0.036 % mM\m
Cyma nomitok (B
TOMY dHCHi
EnxauriomMepHy ne 6inbie 5,0% ye Ginbure 5,5% 2.720 % M\m
4UCTOTY)
10 | Assay
Valaciclovir (mg) 475.00 - 525.00 mg 505.93 mg
(%) Labeled amount 95.0 %~ 105.0 % 101.2 %

Sr.No Test/
Ne s/ HokazHuk AKOCTI

KinnbkicHe BUZHAMEHHSH
Banauukiosip (Mr) 475,00 - 525,00 mr 505,93 Mr
3asBAEHA KiNBKICTD 95,0 % —105,0 % 101.2 %
(%)

11 | Microbiological
examination

Total acrobic 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 cfu per g Less than 10 cfu per g
Test for specified
Microorganisms
Escherichiu coli Should be absentper 1 g Absent per g
MixpoGionoriuna
YHCTOTA

3arajibHa KineKicTh
KUTTE3AATHAX
aepobHHX
MikpOOpraHisMin ue 6iswe 1000 KYO/r Menwel0 KYO/r
(TAMC)

3aranbHa KiNbKicTb
naiceHeBrx i He Gianue 100 KYO/r Meuwe 10 KYO/r
Apixwkosux rpubis
(TYMO)
Creundiaui
MiKpOOpraHisMu
Escherichia coli

12 | Identification of An orange red colour " Not carried out An orange red colour is
colourant should appear. appear.

(Titanium dioxide)
Inenrudikanin 3’aBngeTnCa  OparKeBo-

Cobrporate| BapRHUKA He npopoauthes yepBOHE 3a0apBaeHHs

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

nosuHHi ByTy BiacyTHiMu B L ¢ BincyrdiB I




HETERO LABS LIMITED

UNIT-Ill (EQ.U)

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

vCert’iﬁc.ate Ne.: 03FP24003783 Page 6 of 6
Ceprudirar Ne: Cropitka 636
Sr. No Test/ Speciﬁcation / Jomyerumi Mexi Result /
Ne s/n IMokaszuus axocri Release / S!‘e'f‘"fe / . Pesynbrar
fpH BUIYCKY Ha TepMiH npuaaTHocTi
(THTany NIOKCHI) [ToBuHHO 3’ IBUTHCS ‘
OPaHKEBO-4EPBOHE
sa0apBneHHs.
Labelling Should correspond to the MQC requirements Corresponds  to  the MQQ
MapKysaHust TosuuHo Bignosinatu Buvoram MK requirements
Bignosinae suMoram
MEK1
Packaging Should correspond to the MQC requirements “orresponds to the MQC
Haxysanus osunuo Binmosigatu sumoram MK requirements
Bigrnosigae sumoram

[ hereby certify that the above information is authentic and accurate. This batch 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 batch processing,
packaging and analysis records were veviewed and found to be in compliance with GMP.

[Jum 5 3aceiouyio, o nagedeHa guuje ingpopmayis € OOCIMOGIPHOI0 MA MONHOID, Lo cepito npodyryil Gyno
eupobneno (sruovaiouu NAKYBAHHA/MAPKYBAHNS) MA KOHMPOs it aroCmi HA GUILE3AIHAYCHIH 6UPOOHUYIL
OinHuyi nposedeHo y noguitl @idnogionocmi 3 GUMOZAMU, 303HAYEHUMU 6 yuuniii nacmanogi 3 GMP,
sameepdoiceniti Minicmepcmeom 0Xoponu 300pog’s Vxpaiuu, i 3 eumozamu pecempayiiinozo 00cve kpainu
npusHavenns. IIpomoxonu gupOBHUYMEL, RAKYBANHA A ananizie BYA0 nepezisHymo Mma 6CMAaHOIECHO
gionosionicme GMP.

Name | Nilesh.K
Position of person authorising the hatch release AGM-Quality Assurance
pissuiie g;{}[i[-g;(ﬁiemeqeuuﬂ Axocri
[Tocana ocobu, sika Biaasa A03BII HA BUNYCK cepil

Signature of person authorising the batch release
TTixmue ocobu, fKa BMANA 03Bif Ha BAMYCK cepil

Date of signature
Jlara nianucadus

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 Q18. Telangana, India
T: 491 40 23704923 / 25 www.hetero.com



