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AEPIKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCHKIN OBJIACTI
npos. Citanunoi Hanii, 3, m.Kuig, 02099, res/axc: (044) 363-06-50
E-mail: dis. ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Tpo SKICTH BBE3eHOT0 B YKpainy JTikapchbKoro 3acoly

20.11.2024 Ne 52697/24/10

BAJIALIMKJIOBIP-TETEPO

(HaiiMeHyBaHHS NiKapeLkOro 3acoBy 3rizHO 3 peecrpauiiinnm HOCBLIUECHHAM)
TabJIeTKH, BKPUTI NITIBKOBOIO o6os10HK010, 10 500 MT, M0 5 TabaeTok y Oaicrepi; o 2
uticTepu y KopoGui 3 kKapToHy

(dopma sunycky, aosysauus, sua NAKYBAHHS JIKAPCLKOTO 3ac00y)
Howmep peccrpaniiinoro nocsimenns UA/17017/01/01 cTpoK #if peecrpauiitnoro nocsiguenns 01.01.2099
Cepia nikapcskoro zacoby Ne E241470E Kinskicts BBesenoro nikapeskoro saco6y S600

Bupo6uuk [erepo JIa63 Jdimiten, Iuais

(naitmenyBanus BupoBumKa JIKapCLKOFo 3acoby, Kpaina NOXOLKEHHS)

Beeseno s Yxpainy ToBapucreo 3 o6Mesxenow BinnosizansuicTio "AMAPOKC
YOKPEVH JUMITEL", ineur. xon: 43687709

(nadMenysauns Ta Ko 3a €APTIOY sopuamunoi ocobu abo npisBHue, iM'H, 10 6aTLKOBI (pisiunol
ocolu - nianpuemus. i Micue npoxusanng Ta peectpauiitiunit Homep 06riKOBOT KapTKH MAATHHKA
1ozatkiB abo cepis Ta Homep nacnopra)

Hporoxou sisyansuoro kourpemo siz 15.10.2024 Ne 3139/1.
Jlaboparopuuii apanis sxocri niKapeLKoro 3acoby auiicHennii;

Jlaboparopis 3 koHTpomo sKoCTI sikapeekux 3aco6is TOB "JIOBPOBYT-JIIKUJIAE" (M. Kuis,
Byi1. Hosropox-Ciseperka, 6ya.3, HexuTiosi IpuUMiLLeHHs 92)

(HalMEHYBAHHS T4 MICUC3HAXOMKCH IS naboparopii, wo nposena naGoparopunii ananis AKOCTH)

BucroBoxk wogo skocti nikapeskoro 3aco6y, suanuit naboparopieio sig 15.11.2024 No 1722-24
Pesynutatu naGoparoporo auanisy axocti nikapebkoro 3aco6y 3a nepesiperMu NoKasHUKaMy BIXOBINAOTL
BUMOTaM METOLIB KOHTPOMIO SKOCT] (AHATITHUHO-HOPMATHBHOT JOKYMeHTALLT).

3a  pesynnTaTaMH  AepiaBHOrO KOHTPOMIO  BCTAHOBNCHO, 110 JHKapebkuii  3aci6  seeseno B Ykpainy 3

}.IOTpHMaHHﬂM BHMOF 34KOHOJABCTBA OO0 3a6e3neyeHs SKoCT JKAPCLKHX 3a¢06iB.

R.o. Hay Osibra CPBOMEHKO

KOHTPOAKY) (niine) (lthigany 1a upivnge )
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HETERO LABS LIMITED

UNIT-lI (E.O.U)

Factory : 22-110, IDA, Jeecimetla,
Hyderabad - 500 05z, Telangana, INDIA.
Phone : +91 40 23096171 /72 173 /974

BATCH CERTIFICATE
CEPTUDIKAT CEPII

Certificate No.: [ Page Tof6
. FP 3 N
! Cep'l'uq;ma'r.N"t.v:! 03FP24003707  Cropinka 13 6
Product name: VALACICLOVIR-HETERO Manufacturing country: India
Hasea npoaykui: BAJIALIMKJIOBIP-TETEPO Kpaina-Bupobank: _npin

Destination country: . Ukraine

harmaceutical form: -
Pharmaceutical forn Tab1eTky, BRPHTI NAIBKOBOIO . { "
Kpaiua npuznavenns: t Yxpaina

Film-coated tablets 500 mg
TMixaperica popma: 0060.100K010, 110 500 My

Strength/potency: 1 tablet contains Valaciclovir 500 mg (as valaciclovir hydrochlor de)

Cuua gii/akrasuicts: 1 TaGnerxa micTirs 500 pr BaNAnMKAOBIPY (Y BHrAs i Bajanukmnosipy
Tigpoxnopnny) R e

Type and size of 5 tablets in a blister; 2 blisters in a carton box. Marking in Ukramian,

pack.agingi 1o 5 tabnerox y Guicrepi; no 2 Gaictepun y kopobui 3 KapTony. Mapkypauns

Bua i poswip ynaxcosxcn: YKPaiHCL K010 MOBOIO.

Batch No.: . - Batch Size: packs

] Cepisi No: 12414708 Posmip cepii: I 6300 YUAKOBOK |

Mfg. Date: 04.2024 Expiry Date: 03/2027

Hara BUPOGHHUTBA: Hpuaaruuii go:

Registration Certificate: . Valid up to: Unlimiged

Peecrpaujiine TOCBIAYCHH I; UA/17017/01/01 Hijicne xo: Heobmzmennii

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

Haiimenysanus BHDOOHMKA: Tetepo Jla63 Jlimiren Bup. nigenszia Ne:

Location: Unit IT, Formulation Plot No 22 - 110 IDA, Jeedimetia, Hyderabad 500 055

Telangana, India
Micyesnaxomxenns: IOniv I, Dopmyneiiun Maor Ne 22 - 110 JJIA, Mxnnimeraa, Xaiiaepaban, 500 055

Tenaurana, Ingig
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 validity: . [07.12.2024
Bucrosox mono MiATBep/KeHHN yMon BUPOGHHUTBA tikapenicuy TEPMIH AN:
Lgucoﬁin Bivoranm HBIT Nop
Analysis procedure results
Pesynnraru poBeeHns ananizy
Sr. No Test / Specification / donyerumi M(?)f(i Result /
Nes/n| Dokasnuk sxocri Release / Shelt-life / ) Pesyabrat
0pH BHIIyCKY Ha TepMid OpuaaThocTi
1 | Description White to off-white, film coated, caplet Off-white, film coated, caplet shaped
shaped tablets, debossed with ‘V’ on one tablets, debossed with </’ on one side
side and ‘500” on the other side and ‘500 on the other s de
Kancynononi6ui Ta6neriu Ginoro abo Kancynononi6ui  ta6nericu Maitxe
Onue maibxe Gistoro KOneopy, Brputi miiskosoio | Ginoro KOALOPY, BKPHE mniBKOBOIO
00010HKO, 3 HamHCOM «V 3 0LHOTro G6OKY | 060M0HKOIO 3 HAMKCOM <V» 3 oaHoro
L i «500» 3 inmoro Goxy. Goxy i «500» 3 inworo €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-Int (E.0.U)

Factory : 22-no, DA, Jeedimetra
Hyderabad - 500 05s, Telanga nai, INDIA
Phone : 197 40 2309617 172/ 73 /74 ‘

Certificate N o.:

————___Ceprupiar No:

Test / Specification / Honyerumi memi
norcaszmx‘ AKoCTi Release / Shelf-life /

. . NpH Bunycex: HA Tepmin np LT
Identification *® e

Page 2 of 6

03FP240037¢7 .
Cropingka 2 36

Result/
Pesyanrar

The retention time of the
major peak g the
chromatogram of  the
sample preparation should
correspond to that in the
chromatogram  of the
standard breparation, a5
obtained in the Assay.

Not carried out

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

Meroa BEPX Ha Xpomarorpami
AocaimKysanoro posyuny
1ac yTpuMyBaung
OCHOBHOTO nika mae
36iratucs 3 yacom
YTPUMYBaHHS niky Ha
XpoMaTorpamax
CTAHAAPTHOrO posuuwy,
OTPUMaHUX B pozini
«Kisbkicue BU3HAYCHHAY,
The UV absorption
Spectrum  of  sample

He nposogurscy Ha XpomMarorpami

ROCHIDKYBaHOrO posuuHy
yac YTpuMyRaumyg
OCHOBHOTO nika
30iraethes 3 yacom
YTPUMYBAHHS  f1iky ua
XpomaTorpamax

CTAHIAPTHOTO  pozuumy,
OTPUMAHUX B pozgini
«KinbkicHe Busnavensy,
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®-cnextp nornmunanus | He [POBOAUTECH Y®-criektp norannaums
BUNPOGYBaHOro posuuny BUMPOBYBaHOTO po3uuny

BIAMOBIAAE 3a HasBHICTIO
MaKCHMYMIB [1pH THX e
HOBXHUHAX XBHAL, wlo |
CHEKTp CTaHAapPTHOro
PO3YHHY.

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.

NOBHHEH BidnosigaTy 33
HAABHICTIO MAKCUMyMiB
MPH TAX KE AOBXKMHAX
XBHII, WO i criekTp
CTaHAAPTHOTO PO3HMHY.
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 particies, which
dissolve slowly.

Cupnucruit  6imuit  ocan
TIOBUHEH YTBOPIOBATHCS 13

Lorporat .
-2~ i agar, Hyderabad-500 018. Telangana, india
7-2-A2, Industrial Estates, Sanath Nagar, Hy: s hetero.com

T: $91 40 23704923 / 25




HETERO LABS LIMITED
UNIT-i (E.0.U)

Factory: 22-10, 1DA, Jeedimetla,
Hyderabad - 500 055, Telangana, INDIA.
Phone : +91 40 23096171/ 72 / 73 /74

Certificate No.:
Ceprugirar No:

03FP24003707 ]R

Test /

1 Noa/n Hoxazumk sicoeri

Cropinka3s¢

2.4 | IR Method

Merox IY

Po3unHATHCS B amiaky 3
MOXUTMBHUM BHHITKOM
HEKUTLKOX KPYTIHUX
HACTHHOK, ki mnosinbHO
PO3YMHSIOTLCY,

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.

M-cniektp  normunanns
MiaKo noapibueroro
opowiky  Tabnerok g

3,upi6HeHomy Kastio
Xopuny crpecosaHomy s

HiTPaTy  cpi6na. Ocan
JICTKO  pO3YUHAETBCH B
aMiaky 3 MoMuIMBUM
BUHATKOM eKinbLKkox
KPYMHHMX yacTuHok, ski

The 1;?;1r53~absoxption
Spectrum of the finely
ground teblet powder in

Not carried out

potassium chloride
dispersion compressed
into  a disc exhibits

maxima o1ly at the same
wavelengtas as that of the

similar  rreparation of
Valaciclovir
Hydrochlo-ide
Monohydrate working
standard.

He nposomurscs IH-cniektp  noraumannus
MUTKO noApibHenoro
nopowiky  rtabnerox s
311pi6HeH03vy Kastio

xXhopuay crpecoaaﬂo.wy B

3 Water content

(By KF,

Determined on 0.2 2)
Bona (Merog
K.(I)iulepa,
BU3HAYEHHS
HpoBoastte Ha 0,2 r)

4 | Average weight

T +91 40 23704923 /25

IHCK HOBHHEH fuck  BimioBigae 33
BIANOBizaTy 32 HasBHICTIO HasBHICTIO MaKCUMyMiB
Makcumymis  IY-cnexrpy [U-cnektpy  ananoriuno
aHanoriyyo MiArOTORACK OTO
MAroTosAeHOrO pobouoro CTaHmapTy
poGouoro CTaHaapry Banauumoaipy
Banaunkosipy riApoXIOpH Yy
rigpoxsiopuny MOHOTiapaTy.
MOHorigpary.,
Not more than 10.0 % Not more than 12.0 % m/m 8.8 % m/m
m/m
He 6inswe 10,0 % wm/m He 6inbwe 12,0 % m/m 8.8 % m/m
717.50 mg + 3%, Not carried out 730.19 mg
(695.98 mg — 739.02 mg)

He nposoaurecs 730,19 mr

ﬁ Cepeann maca 717,50 mr +3%
porate

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

angana, India

www.hetero.cormn

Page 3 0f 6 j

Speciﬁcationm{ Honycrumi wexi Result /
Release / S!l elf-life / ) Pesyabrar
npu BUIIYCKY Ha repmin npuaaTaocTi —
PO34MHOM HiTpary cpi6na. | He NPOBOANTECS YTBOpocThey CUPHUCTHI
Ocan  nosunesn Jerko Ginuit ocan 3 PO3uUKHOM

ﬂOBiﬂbHO_EOIi‘iHl-iHlOTbCﬂ.




HETERO LABS
UNIT-Hll (E.O.U)

Factory : 22-110,
Hyderabad - 500 055, Telangana, INDIA,

LIMITED

lDA.Jeedimerla,

Phone ! +91 40 23096171/ 72/ 73/ 74

Certificate No.:

)
Ceprudiar No: 03FP24003707 Cropinka d s 6
Sr. No Test / | Specification / lonycrami mexsi I Result /
N s/n Mokazumk sicocri Release / Shelf-life / : -’ Pesyasrar
IIPH BHAYCKY Ha Tepmin NPHAATHOCT]
(oT 695,98 mr o 739,02
MT)
K] Disintegration time Not more than 30 minutes | Not carried out 17 Minuves 54 Seconds
He 6inbute 30 xsunun
Posnananun He nposoautecs 17 xButvH 54 cexynau
6 | Dissolution Not less than 80% (Q) of | Not less than 75% (Q)of | Tabiet-1: 98 %
labeled amount of labeled amount of Tabnerxa- |
Valaciclovir is dissolved | Valaciclovir is dissolved | Tablet-2: 99 9
in 30 minutes. in 30 minutes. Ta6””fa'2
Tablet-3: 95 %
Pozunnenns o vertut 80% (Q)mia | He weru 75% (Q) sin | 1e0TTSa3 o
3asBJICHOTO BMicTY 3a5BNEHOr0 BMicTy TabneTka-4
Banaunknosipy Bananuxnosipy Tablet-5: 97 9
PO3YHUHIETLCA NPOTATOM | posumHseTbCs ApOTAroM | Tafnerxa-3
30 xs. 30 xa. Tablet-6: 99 9,
Tabnetxka-¢
Average: 98 ¢,
Cepeane:
7 | Uniformity of Dosage
units Acceptance value (L1) not | Not carried out
(By mass variation) more than 15.0
3.1
Oxnopianicrs lpuiiManshe yueno (L1) | He npoBogutses
AO30BAHMX OXUHMUL | He Ginbiue 15.0
(pospaxynkogo-
Baroeuif meron)
8 | Enantiomeric Purity.
Impurity-R Not more than 3.0% 1.1 %m/n
Enanriomepna Yo M\
tucrora. Jomimka-R | He Ginpue 3,0%
9 [Related compounds
Impurity - A Not more than 0.5%m/m | Not more than 0.5%m/m | 0.034 Y%m/r
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 %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 Yom/m
purity)
Cynposinui xomimxku
Homimka-A He Oinswe 0,5% He Ginbie 0,5% 0.034 % m\m
Homimxa-B te Sinvue 2,0% He Ginbue 2,5% 1.329 % m\m
Homiurka-C He Ginvuwe 0,3% He Ginsine 0,3% 0.067 % m\m
forporate Jlomimka-p He Ginbie 0,3% He Ginbwe 0.3% He Busisneno

A TRAGStTAT EStates SE At N3g:
T: +91 40 23704923 / 25

ar, Hyderabad-500 oTs" Telangana

india

www.hezero.com
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HETERO LABS LIMITED

UNIT-1 (E‘O.U)

Factory: 22110, DA, Jeedimes|a,
Hyderabad - 500 055, Telangana, INDIA.
Phone : +91 40 2309617 172/ 73774

Certificate No.: N Page 5 of 6 ‘
Ceprugiar Ne: ’ 03FP24003707 l Cropirka 53 6

Maxkcumanpua
ORMHHYHa
HeinenTudikosana
OOMiluKa
Cyma nomiwox 't
TOMY uucHi
Enantiomepny
YHCTOTY)

He Ginbiue 0,10%

He GinbLue 5,0% He Ginbuie 5,5%

Test / Specification / Honyernmi mexci
s —
Hokasuuxk sicocri Release / Shelf-life /
o . pH BUnNycRy _Ha Tepmin npuaaruocri

He Binvuue 0,10%

Rest1t/
Pesyasvar

0.036 % wm\m

2.720 % m\m

10 Assay
Valaciclovir (mg)

(%) Labeled amount

475.00 - 525.00 mg
95.0 % — 105.0 %

Kinskicue BH3HAYEHHn
Banaz.mmoaip (mr)
3a4BJICHA KinbKicTs

(%)
Microbiological
examination
Total aerobic microbial
count (TAMC)

Total combined yeast
and moulds count
(TYMC) Not more than 100 cfu per g
Test for specified
Microorganisms
Escherichia coli
Mikpo6iosoriyna
qHCTOTA

3aranbha kinbkicrs
KHTTEIAATHHX
aepobHUxX
MiKpoopraniamip
(TAMC)

3aransHa kinskicTs
IticeHermx i
APIKIDKOBHX rpuGis
(TYMC)
Creuudiuui
MiKpooprauizmu
Escherichia coli

475,00 - 525,00 mr
95,0 %~ 105,0 %

11

Not more than 1000 cfus perg

Should be absent perlg

He Ginbie 1000 KYO/r

He Sinsiue 100 KYO/r

oBuHHI 6yTH BincyTHiMU B |

505.93 mg
101.2%

505,93 mr
101.2 9%

Less than 10 ¢fy perg

Less than 10 cfu perg

Absent per g

Menwel0 KVO/r

Menwel0 KVO/r

Bincyruis Ir

12 | Identification of An orange red colour
colourant should appear.
(Titanium dioxide)

InenTudirauis

L GapBuuka

(Trragy aigrenn)

Not carried out

[oButno 3’ sutucy
OpPaHKEBO-YepROHE
3abapsnenns.

He nporomurses

An orange red colour js
appear.

3’aBaserses OpaKEBO-
"epBoHe 3abapanennn

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

www. hetero.con




HETERO LABS LIMITED

UNIT-Ill (E.O0.U)

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

—— i
Certificate No.:
} Ceprudixar No: 03FP24003707

Labelling Should correspond to the MQC requirements Comresponds 10 the MQC
Mapkysanny [Toeuuno signosinary BuMoram MK requirements
Binnoginae sumoram
MK4
Packaging Should correspond to the MQC requirements Corresponds to the MQC
Makysanns [osurrio sinnosinaru umoray MKs requirements
Binnosinae sumoram

MK

Page 6 of 6
Cropinka 63 6

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 Ukraine
and with the Fequirements of the registration dossier of the destination country. The barch processing,
packaging and analysis records were reviewed and found to be in compliance with GMJP,

Liuw g 3aceiouyio, wo nasedena suwe indhopmayis ¢ docmosipro ma mounoo. Lo cepiro npooyxyii yno
supobueno (sxmouaiyy naKyeanns/maprysanns) ma KORMPONL 0 axocmi na euyesasnagyeniii GUPCOHUYIT]
dimruyi nposedeno Y noeniii gidonoeidnocmi 3 SuUMOzaMU, 3azHavenuMU & yunuigi nacmanosi 3 GMP,
sameepocenii Minicmepemeom oxoponu 300pos’s Vipainy, i 3 SUMO2AMU Pecempayiiinezo docee Kpainy
npusnaueuns. Ipomoxony SUPOOHUYMSA, nakysanns ma ananizie Oyno nepeznanymo ma acmandeneno

Name | Nilesh.K
Position of person authorising the batch release AGM-Quality Assurance
Mpiseume | Hinew.K.

. w1 IINK- SxocTi
IMocaga 0colH, ska Bunana A03BIN Ha BUTycK cepil IIT'K-3adesnevenss sio T

Signature of person authorising the batch release
Higrmuc ocobu, sixa Bugana HO3BIT Ha BHITYCK cepii

Date of signature
Hara nignucanus

HETR L —20’)_(,(

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, india
T: 491 40 23704923 / 25 www.hetero.com




