AEP)KABHA CJIYIKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMU Y KUIBCBHKIHN OBJIACTI

npos. Ceitnuunoi Haaii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog EJIPIIOY 37078774

BHUCHOBOK
Npo SIKICTH BBE3EHOTr0 B Yxpainy aikapcbkoro 3acoGy

28.01.2026 Ne 65716/26/10

TAHLIMJL

(mmaitmerysanns nikapenkoro 3acoGy 3riuno 3 peccrpaitifingm nocsijuensm)
Ta0JaeTKH, BKPUTI NJIiBKOBOIO 000510HK010, N0 450 mr; no 60 TaGaeToK Y KoHTeliHepi, no 1
KOHTEHHEPY y KAPTOHHIN Kopobui

(popma munyexy, nosysamnis, Bun 1Ky BaHI8 JKAPCLKOro 3acoy)
Homep peecrpaiiitoro nocsinuenns UA/18575/01/01 crpox aii peectpauiiinoro nocsinuenns 05.03.2026
Cepis nikapcekoro 3aco6y Ne FD256421 KinbkicTb BBe3eHoro nikapcskoro 3acoGy 990

Bupobhnk [etepo Jlab3 Jlimiten, Inais

(naiimenysanns BupoGiKa JKapeLkoro 3acoly, kpaina noxo uKeHHs)

Bsesero B Vipainy Tosapucrso 3 o6mexenowo Bianosigaabuictio "AMAPOKC
IOKPENH JIIMITEA", ineur. xox: 43687709

(naitmenyBannst Ta xos 3a €JIPTIOY 1opuuraHoi ocobu abo npiasmine, im's, 1o Garpkosi (isnumnoi
0co0H - nixnpuemus, i Micue npoxuBanHs 1a peecipaniitimii nomep 061ikoBOT KapTKM IATHMKA
nonarkis aGo cepist ra Homep nacnopra)

Mporokon Bisyansnoro konrpomo sia 30.12.2025 Ne 4066/1.
JlaboparopHuit ananis saxkocri NiKapCchKoro 3acoBy 3aificHeHuit;

AIT "UenTpanbha nabopatopis 3 aHaniy skocTi Jikapcbkux 3aco6is i MeanuHOT nponykuii"
(M.Knis, Byn. Kyapsiscbka 10r m.Kuis, By.1. Kyapsscbka 8B Kuisebka o6nacts, ¢. Hosi [TetpiBui,
Byl [Bana ®patika, 19)

(naifiMeirysatms Ta MicHC3Iax0OKCITIS snaGopatopii, mo nposea saGoparopunii aanis AKOCTI)

BucHoBok wono sxocti nikapebkoro sacoBy, suaanii naboparopieto sin 27.01.2026 Ne 0133

Pesynbrarn naGoparopHoro aHanisy sikoCTi 1ikapcbkOro 3acody 3a repesipeHHMH NOKa3HHUKaMN BiiNoBigawThL
BHMOTaM METOJiB KOHTPOO AKOCTI (ananitTHyHO-HOpPMATHBHOT ZIOKyMeHTauii).

3a  pesynbTatamu  aepKaBHOrO KOHTPOJIIO  BCTAHOBNEHO, MO Jikapcekuii 3aci6  BeeseHO B Ykpainy 3

AOTPUMAHHSM BiMOr 3aK0HOIABCTBA 1040 3abe3neueHHs IKOCTI Jikapcbkux 3acobis,

Osnera CPLOMEHKO

KO ITDOITIOY {ninsnee) {intuiam T opiasmuLe)




HETERO LABS LIMITED

(UNIT-V]) SEZ (UNIT-1)

Factory: S.No. 439, 440, 441 & 458,
TSHC-Forrmulation SEZ,

Polepally (V), Jadcherla (M)
Mahaloolh Nagar (Dist) - S09301

BATCH CERTIFICATE
CEPTH®IKAT CEPLI

) Certificate No.: S3 ' . Pagc 1of 5
o S3F mnme; gt )
_ Cepruginar Ne: Cropinka 135
Product name: P GANCIL Manufacturing country: Indin
Haszna npoayxuil: B FAMIHA Kpaina -supotHiK: Inais
Film-conted tablets 450 mg i . Ukrai
Pharmaceutical form: Jestination country: Krame
”,’“rm"“"” m TABACTRN, BRPITT NAIBIOLOIO Pl - -
Jlikapenka hopma: ) Kpatna npnauavcnns: | YRpalua
060101HK010, 10 450 mr
Strength/potency: i tablet contains Valganciclovir 430 mg (as \Z \Igzmudm'n hy drochlor )de)
Chua piifak rmpnicin: b rataeTica sieTuTh 450 M¥ 82ATAHUBKAORIPY (Y RRCASU BAATARUHRANSIPY

riapoxAaopiity)
Type and size of packaging:| 60 tablets in a container; 1 container in 3 carton box with mbchnﬂ on the Ukrainian

langnage.
Bajti posmip ynaxosi: 1o 00 ralnerok y konveiinepi; no 1 kouveiinepy ¥ Kaprouuiii kopotui 3
MADKYBAHHM Y K‘p:fl‘l.HCbK'('H() MOBOK.
Bate K @ Size: acks
B‘m‘h an FD256421 B 1tch ize 1000 pack
Cepin Ne: - _....J. Posaip cepiic . YLKOBoY
Mfe, Date: 10,2025 l} piry Datf: 09,2027
ava supodnunrpa: Tpuaarnuii no:
: Ce d ali 2
Registration Certificate: UA!!‘%"W’O]/OI V'|uhd up to 05.03.2026
Peccrpaniiine nocniavuenns: Aiitee ao:
p {1 srgr s : { Heter abs Limi Lie Np ¢ B
M 1nu wcfuu.r name ) i Hclem L\bs Lmutcd Man. License No.: SO/MN/AP/2009/F/R
Hafinenynannn sipoduiia: | Fevepo Jlads Jlnn ren Bup Aivensin Na:

Location: T Unit \’ Block V and V- A TSIIC - Formulation SEZ, 8. Nos 439, 440, 441 & 458, Polepally
’ Village, Jadeherla ¥Mandal, Telangana State, 509301, India.

Homir-V, Baor Vi VLA, TCHC (Imp\wnenmu CEZ3, C. NaNo 439, 440, 441 i 458,
ﬂmunavun Biarems, Mwaaqepaa Man b Tesznm una Creidtr, 509301, Tnain.

CERTIFICATE OF ( MP( ()M?l LANC £ No ; Lvalidity: ;
CEPTHDIKAT BLANOBIAHOCTI ¥MOD BHPOBHHLTBA 01472025/G VP , . ‘ i()4.07.2027
JUKAPCBKUX 3ACOBIB BUMOIAM HBI Ne: o JYepik Al |

Micuesnaxomwenis:

2y ™ : Date of g ‘e
Product Code | 4026670 Dare of Batch Release 04/11/2015

Kon nponywr l )l.mm BUNYCRY cepil

Analysis proccdule results
Pesyaprari nposeaesis ananisy

i L. Specification ! flonycrimi me o
Sr.No i Test Refease / ! Shelf-life / Result/
Nes/n | Hokasnuk saxocri AP BHAYCRY Ha repmin Pesyawrat
e e nppaarnoeti
1 Description Pink, oval, biconvex, tilm-coated tablets, | Pink, oval, biconvey, film-coated 1ablets,
debossed with 'J* on one side and '156' on the | debossed with ') on one side and '156' on
other side. the other side.

OBIbHI, ABOSKOOIYKM  TaldNeTRr  poxesoro | Osansui, JBOAKOONYKAT  TAdACTKH
KOABOPY. BRPITI MAIBROBOIO  0B0AOHKOIO. 3 | POKEBOIO KOABLOPY, BEPHTI RAIBKOBOIO
Hamicor «ln 3 oanoro Soky Ta «)36» 3 inworo | odoncnKkow, 3 HAMICAM «)» 3 OHAOFO
Hoky. Doy Ta «136m 3 itworo Goky.

Onuce

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

T: +91 40 73704973 / 25
.15!
y .. /s i
’%/( ail. /\ e

5004 L6 /f
A




HETERQO LABS LIMITED

{UNIT-V} SEZ (UNIT-1)

Factory 1 S.No, 439, 440, 441 & 458,
TsHC-Formuiation SEZ,

Polepally V), Jadcherlta (M)

Mahaboob Nagar (Dist) - 50930)

Page 2 of 5 i

SSFP23014283 ; ¢
s2FiPZaH=a3 Cropinka 235 ¢

Certificate No.:
Cepradivan Noo

St No Test ! ’ - ‘Snec'!'ic;ni_nn/_J_iuu_\’_g"l AT Meki Result /
N zin Moxanuk sKocti Release el ¢ ) PesyanTat
B o npH RRNYCRY 1Y repyin RpHAATIIOCT
2 Identification
Lnestigicanis o
Zul UV Method The UV absorption spectrum
of ssmple preparation should | Complies
exhibit maxima at the same
wavelength as that of standard
solutton.
YD-meToi Coenrp Yde-norannais
BOBHIHY HOCALLRY BAHOTO
IPAzKd NOBIHCH [POABAATH He nposoanthes Binnosizae
MARCHMYMU HIL THY SKe
JORKRBHAN NBHIL, WO 1Y
RAPTHOEO p&'.!'l‘”l”\’ﬂ T R .
2.2 HPLC Methad vetention  time  of the | Not carried out

diastereomeric  peak in the Complies
chromatogram of the sample
solution should correspond to
those in the chramatogram of
the  standard  soluton a3
obtained i the Assay.

Meroa BEPX Hac yTpustanus Bianosinac
: HCTEPEOMEPIIIX NIKIB 1A He nposoairrues
{ XPOMATOrpaNT PO3UIIHY
.fl()Cﬂi.’l)[\‘)fﬂllll(ﬂ'l\ 3paird N
BIANOBIAAT 01 1AKHM 1
XPOMATOrPAN POSUIIY
CTAVABPTHOID BPRsKA,
OTPUMAHODT P BH3HAYCHYI
KiNLKICHOMO RAHCTY.

3 Average weight 664.35mg + 3% 659.08 mg
(644 42mg. - 684.28my)
Cepeansn maca 664,35 M & 3% e gpoposanTbes 659,08 mc
S . (OddA2mr —084.28wr) L
4 Water content
(By KF} Not more than 7.5% m/m Not more than 8.0%mém 5.0 % mim
Bmicy Boan
(3u RD) He Guibuse 7,5% miv He Sinsie 8.0% mim 5,0 % v/
5 Dissolution Not less than 75%% () of the labeled amount of Tablet-1:98 %
Valgancictoviv (CuilaNs0) is dissolved in 13 min. Tablet-2:94 %
Tablet-3 : 95 %
Tablet-4 . 99 %
Tablet-5 : 98 %
Tablet-6 : 100 %
Average: 97 %
Porunuenusn He aenine 75% (Q) via sassicHol KIakKoCT! TadneTra-1: 98%%
wasraunkaosipy (CrblasNaOs) posiisncinen npoisiom 15| Tabnerka -2 : 94 %
; XBHANH. Tabnerxka -3 : 95 %
Tadnerka -4 : 99 %
Tabaerka -5 : 98 %
Tabaerra -6 1 100 %
Cepeantit: 97 %
Corporate

7-2-A2, Industiial Estales, Sandlh Nagar, Hyderabad-500 018. Telangana, India
T: +91 40 23704923/ 25




HETERO LABS LIMITED

(UNIT-V) SEZ (UNIT-1)

Factory : S.No. 439, 440, 441 & 458,
TSHC-Formulation SEZ,

Polepally (V), Jaclcherla (M}
Mahaboob Nagar {Dist) - 509301

Certificate No.: | goppygqrqgy | Lo oty
Ceprugirar Ne: " L Cropinra3 3l
6 Unitormity of
Dosage units
(Content uniformingd | L1=15.0 on the first 10 dosage | Not carried out
Valganciclovir units or i greater than L1 then
{CHNOs) the varlue is less than or equal 10
Acceptance value 11 for 30 dosage units in total
(L and no individual content of the 16
dosape unit is less than (1-1.2 x o
0.0 M nor more than (1412 x
0.0 M in the calealation of
acceptance value under  the
content uniformity.
Oanopianicrs L1 = 150 aas nepwnax 10| He aposojtorecs
AO30BAKMIIX DIFHIAN QANHIL AO3YRaHHA, SR
{METOA NIPAMOTO prBeH, HCPCBITLLYC L ;
pr3patesns sMicry) | noxaamie popupen  OyTw
Banranunknorip MeHLM ade gopisttosarit L
(CaH2NO35) s 30 0NUHMLL  RO3VBERHS,
Kpurepiii WORHE 3 JHANBIAYILHAHN
npuinaTnoct (L1) 3nanelt npn nepeeipui
OHIEE  HO3YBAHHS He
roBrHAE GyTi MenLsiv sa (|- _—
12~ 0.0DM  ado 36
nepesitvsare (I L2 X
0.01)M 3 REBVALTITOM
POSRANYHRY N{)l|'leiK’
HpHIIATIOCTI & MEIKaN
NHBHAGC MBS O,ﬂl‘!(‘lpi)l)’i()c'“
e e v oo, SRUETY
Related compounds
CGanciciovir Not mare than 1.8 % m/m Not mare than 2.0 % w/m | 0.68 % m/m
Guanine Not more than 0.53% m/m Not more than 1.0% m/m 0.01%m/in
Maximum single
unidentified impurity | Not more than .12 % mém Not more than 0.12 % m/m | 0.02 % m/m
Total unidemified
impurities Not more than 0.3 % m/m Not more than 0.5 % m/m | 0.06 % m/m
Total impurities Not mose than 2.5 % m/m Not more than 2.5 % m/m | 0.75 % m/m
Cynposiani Aomiwxy
Canpknosip He dinbwe 1.8% /s He Ginwioe 2,0% m/m 0,68 Yowiv
[vaniu He Signuie 0.3% mism He Gispwe 1,0% m/m 0,01%m/m
MarcuMaanniit BMiCT
KOKHOT
sieiaenTHOIKoBIIOT
LOMILIKH He Giastie 0.12 % a/m He Sinnme 0,12% v/v 0,02 %% miv
BT BRI BaICT
HEiAE HTHDIKOBRHMN
HOMILIOK
Bavanbhint smict
AOMEIOR Hie Giantie 0.3% My He Giasue 0,5% a/m 0,06 % minm
He Giapuie 2.5% min dinvie 2. 5% mim 0.75 Y m/m

Corporate

7.2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018 Telangana, India

T +91 40 23704923 / 25 werrns b
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HETERO LABS LIMITED

(UNIT-V) SEZ {UNIT-})

Factory : S.No. 439, 440, 441 8 458,

TSHC-Formulation SEZ,

Polepally {V}, Jadcherla (M)

Mahaboob Nagar (Dist) - 509301
Certificate No.: VR Page 4 of §
Ceprugiar Ne: SaFh2s014233 Cropinka 33

8 Assay

Each fitm coated
tablet contiting
Valganciclovir
Hydrochloride
equivalent to
Valganciclovir
(CrabaNOs), inmg (427,50 - 472.50
(%) Labeled amount  [95.0 - 105.0
Kintricne
BINAYCHHR
Kowna rabnerka
MICTHTL
BAFARUUKAORIPY
FLAPOXAOPIA,
CRBIBQICHTHO
BAATAHUHKIORIPY
(CraH2:NO3), B Mr 427,50 - 472,50
(%) BiR 3asBienOro
BAICTY 95.0-- 105,0 ‘ 3 101,2
9 Microbiological
examination

1. Total acrobic
microbial count Notinore than 1000 cfu per g
Total combined yeast
and moulds count Not more than 100 ¢fu per g
2. Test for specified
Microarganising
FEscherichia coli Should be absent per | g Absent
Minpodionoriuna
HieTOTA

1. 3aranuHe ncio
aepolinx )
MEIEPOOPFANiZMIE: He Biabwe 3a 1000 KYO/r Mewsue 10 KYO/e
3aranpHe HBneno
HRTAIDKORIN 18 - : Mewme 10 KYO/nr
npicenesHs 1pndis: He diawe 3a 100 KY O
2. Bunpobysarng wa
OKpesi BHAN

=
fO in
3

455,52

Less than 10 cfu per

€

Less than 10 cfuperg

zi:ll: (::)}:/::]j:j;{” [Tosuuni Sy incyrnin I r Bincyrit
10 fdentification of
colourant
0.1 Titanium dioxide A pale yellow colour o orange | Not carried out A pale yellow colourto
colour should develop orange colour develops
lron oxide immediately. immediately
10.2 A orange colour to red colowr | Not carrizd out A orange colowr to
should develop which does not red colour develops
disappear upon addition of which-does not
dilute hydrochloric acid. disappear upon

addition of dilute
Iaestruginanis hydrochloric acid,
haprinKy

10 Turany aioxcna
He npororbes

Cbrporate' s all:. N
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018, Telangana, India

T: +91 40 23704923 / 25




HETERO LABS LIMITED

(UNIT-V} SEZ [UNIT-1)

Factory : S.No. 439, 440, 441 8 458,
TSHC-Formulation SEZ,

Potepally (V), Jadcherla (M)

# :

4
HETER

o, Nagar (Dist} - 508301
Sfcmﬁc‘ﬂlc N(l.: SSFP25014283 F:agn 3 of:
Ceprudricar Ne: Cropinka §3 3%
H. 1 3abapsnenss nin Hxino- Jadapaiestns BiA
Oxcuit 3aiiza KOBTOIO 10 OPAlIKEROro Onine-moRTOro 40
OPOABIAETHCH HCTARHO. He npooirses OPAHIKEBOIO
HPCARARECTLCS HEraino
10.2 aBapBAcHIR wi OpaHsCBOIU BulapiacHH i
|10 HCPBOHOO (IPOABIEC THCS, OPHKLEOrO no
ARE N SHIRAC NICAR HCDBOHOIO
JOAABANHI POTBCAEHOY NPORBIAETLES, SKE HC
{ NIOPHCTOBOANCEO] KHCAOTH, IHHKAE ncas
H04aBAHUA POIREACHOT
NSOPHETIBOIHEROT
§ KHCHOTH
Lubelling §I1<mld cuncls;,)ond.m the MQC rcquéreu]wems Complics
MapkysaHns Moo sinosinaiie susoram MK S Bianesiz:
P:aclg:igin;; Should correspond to the MOC requirements Complies
flaxvsanns HosurHo pianosigri siyoran MK Bianoeina

I herely certifv thar the above information is authentic and accurate. This bareh of product has. been
manufactured, including packaging/labeling and quality control w the above mentioned site in Jull
compliance with the requirements specified in the current GAP guidelines approved by the Ministry of
Healtl of Ukraine ond veith the requirements of the registration dossier of the destination country, The
buatch processing, packaging and analysis records ywere reviewed and fornd to he m compliance with GMP.

Lt s sacsicyio, wo nasedend sunge inpopsiayin ¢ docmosipron ma mounoio. Lo cepio npodviyii i
GUPOOACHD (GRIDMCCU HARY G PR Y Gennnd 1t ROHINPORE TEAROCUN Her sHayesasnaeritt Gupoduum it
Dl nposedena v nosnil ionosionocmi 5 G0, STHUMCHUMIL § NUNHIT HUCHOnoRT 3 GMP.
saweepdaceniit Minicnepeison axoponu sdopos s NVapabu, § s susoean PRECHIPAIineG doene Kpabi
apnesncriernist. pomoxone sipoduunmesa. narysams ma anaiisis V20 HCPOIANHYING NG GEINAHOBACHO
sionosionicmy GMP

GAJANAN DASHARATH WARE
AGM, Quality Assurance
FAUKAHAH JAWAPAT BAPE

ACHCTENT 10H6BHOTS MeneirKepa, sbeanevenns

Name

Position of persan authorising the bateh releise
Hpizpsinge

Hocana ocobn, aka siiana ioanin Ha BNRYCK Ccopii

o, ‘.Ti
Signature of person authorising the baich relense ( =, - ~5
Sign . perse sing “b“\(/f((gﬁf(;wv = - -
Hianee ocofin, aka sutana 20351 Ha BURYCR cepil e oS~ ’\)’US
Date of signature
H . . 5 12207
Jara ninnvcanuy | 03-12-2025

Corporate
7-2-A2, industrial Estates, Sanath Nagar, Hyderabad-500 018, Telargana, India
T: 491 40 23704923 / 25




HETERO LABS LIMITED

(UNIT-V) SEZ (UNIT-))

Factory: SN, 439, 440, 441 & 458,
TSHC-Formulation SEZ,

polenally V), Jadcherla (M)
Mahakboob Nagar {Dist) - 509301

BATCH CERTIFICATE
CEPTH®OIKAT CEPII

" Certificate No.: - - U Page | of 5
5 ) y SSFPIOU o il :
- ) (.»QPTN(I)HQQT Nae S:’I P 6(}(” 160 CTOP]H wal3s -
Product name: GANCIL Manufacturing country: India
Hassa npojyxuil: AT Kpaina -supoduue: Inais

Film-coated tablets 450 mg

Pharmaceutical form: o o Destination country: Ukraine
. TaBnaeTKi, BRPIF NAIBROBON Des . Y S !
Jlikapewia dopma: . ~ Kpaiua npuspadenust Yrpaiha
060s0HKO, 1o 450-Mr
Strength/potency: { tablet containg Valganciclovir 450 mg (as Valgancickovir hydroc loride)

Cuna ail/akTHenicrs: 1 rabnerka micronry 450 mr BAArAMIIKAOBIPY (¥ BUTAAM BAATANUNIKAOBIDY
CRAPOXNOPIAY Y T

Type and size of packaging: 60 tablets in a container; | container in a carton box with labeling on the Ukrainian

Janguage.
Buat i possip ynakoBri 1o 60 radaerox y wowreiinepi; no 1 Kowreitnepy y Kapronuii wopodui 3
MAJIKYBANHAM YRPATHCLKOIO MOBOIO.
Batch No.: e g v | Batch Size: yacks
e FD2580158 ; L e 2100 P
Cepin N e CPOBMIP CEPUL b YUaKonoK
Mig. Date: . | Exniry Date:
B Lates 12/2025 | Expiry Date 1172027
Jlara supoeoIUTEA: v | MpupaTnnit 402 S ——
Reoistration Certificate: — Valid up to: -
SRS . UA/18575/01/01 Y ane up 05.03.2026
PeecTpaniitne nocsiguenyn: _ Jiticne o:
Manufacturer name: Hetero Labs Limited Man. License No.: . .
A i s Lt ACEIS 50/MN/AP/2009/F/R
Hajisenypannst Bpodnnea: TeTepo Jiads JimiTen Bup. nineusin Ne:
Location: [ Unit-V, Block V and V-A, TSHC - Formulation SEZ, S. Nos 439, 440, 441 & 438, Polepally |

g Village, Jadeheria Mandal, Tetangana State, 509301, India.
MHECLEIHAXOIDREHH S L HOniT-V, Eaowr Vi V-A, TCHC - Bopmyneiin CE3, C. NeNe 439, 440, 441 i 458,
| Doaenagsi Binewk, Jukaizaepia Mawuaan, Tenanrana CreiiT, 509301, bnaist.

ERTIFICATE OF GMP COMPLIANCE No.: —
CEPTHDIKAT BUIIOBIAHOCTI YMOB BITPOBHILITBA 014/2025/GMP VALY 104.07.2027
JMKAPCBLKHX 3ACOBIB BHMOLAM HBII N | veprn -
Product Code Yate of Batch Release |
voduct Cede | 4026670 Date of Batch Release % 06/02/2026
H i

Ko nponysry Jara BUYCKY cepil

Analysis procedure vesults
Pesyaprarn npopeenus anaizy

| Specification [ Aonyvernmi pesr
Sr.No Test/ Release / Shelf-life Result /
Neyn | Toxasuni swoceti | npH BUDYCRY no TRPMIH Pesynbray
§ | HPIAATHOCTI I—
1 Des'érimi()n g Pink.  oval.  biconvex. fim-coated  tablets, | Pink, aval. biconvex. film-coated tablets,
| debossed with )" on one side and '136' on the | debossed with '}’ on one side and '156" on
| other side. the other side.
i
OCune L Owanhi. ABOAKOONYEAT  TAONCTKH  POXKCBOTO Opanbhi, ABOAKOOIYKAT Tabae TRy

L KOBOPY.  BKPUTI  NAIBKOBOIO  0BOAONKOIO. 3 POKEBOFO  KOALOPY- BKPUTE TRHBROBOIO

Harnicoal «ly 1 oatoro Goxy Ta «156» 3 JHWOTO | 0DOA0HKOI). 3 HATHHICOM why 3 oanoero

BTN Goky Ta « 1500 3 unoro SokY.

Corporate
7.2-82, Inclustrial Estates, »a nath Nagar, Hyderabad-500 018, Telangana, India
T: +91 40 23704923 /25
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HETERO LABS LIMITED

{UNIT-V) SEZ (UNIT-)

v S.NO. 439, 440, 445 & 458,
TSHC-Formulation SEZ,
Poiepaily V), Jadcherla (M)
Mahahoob Nagar (Dist) - 509301

(S,‘ertlﬁc‘ateANo‘: SSEP26001166 Pﬂage _7 of ‘S i
B “epridikat Ne: Cropinka 23 3
Test/ Specification / Jonyeruyiyewt Result /
THORAIMDK SKOCT Release / Sheit-life / ) Pesyanrat
AP BHIYCKY Ha TePMiH NPUAATHOCT]
Tdentification 3;
o faewrudikauin 0
2.1 1V Method The UV absorption spectrum | Not carried out
of sample preparation should | Complies
exhibit maxima at the same |
wavelength as that of standard
solution.
VD-2meToH Cnextp Yd-noriuains
pPO3UMHY LOCHIIKYBANOTO
IPAIKE TIOBHHEH NPOABASTH He npoBoanTses Bianosisag
MAKCHMYME HR THX R
JOBKUAAX XBRbL, WO 1Y
CTAHAAPTHOIO PO3TIHY. }
22 HMPLC Method The retention time of the | Not carried out
diastereomeric peak in the Complies
chromatogram of the sample
solution should correspond (o
those in the chromatogram of
the standard  solution  as
abtained in the Assay.
MeToa BEPX Yae vrpiuManis Binnowigae
giacTepeoMepHIX fikiB ua He npoBoauThes
i XPOMATOTPAMT POBTHHY
NOCAULKYBAHOTO 3pasKa Mac
BEANOBIAATH TAKHM HY
XPOMATOrpasi PasUiiy
CTAHRAPTHOTO 3PaA3Ka,
OTPUMAanoT Ty BH3HAEHH]
| KiabkicHoro BMICTY. -
Average weight 664.35mg = 3% Not carried out 664.02 me
(64 42myg - 684.28mg)
Cepeans maca 664,35 mr+ 3% He npoBoAnThes 664.02 mr !
I (644,47 Mr— 684,28 m1) )
4 Water content
(By KF) Not more than 7.5% m/m Not more than 8.0%m/m 6.1 %o m/m
Batict oau
(3a K<) He Ginmpe 7.5% MM | He Oinnige 8.0% ni/nt 6.1 ®a ain
| Dissolution Not less than 73% (Q) of the {abeled amount of Tabler-1 0 105
Valganciclovir (CLH2NOs) s dissolved in 13 min. Tablet-2 0 97 %6
Tablet-3 : 99 %o
Tablet-4 1 102 %0
Tablet-3 1 97 %%
Tablet-6 1 90 %o
Average: 99 %%
Possenus He metnte 75% (Q) niz 2aapaenol KiAbEOCTL Tabnerra-1: 103%
pasirantnenosipy (CreHaNeQs) posmmsaersen aporaron 13| TadacTra 22097 %
NBHAHH, Tadnersa -3 199 %
T R D ) Tadaersa -4 2 102 % ]
Corporate
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[ ~ I )
Tadnetka -3 : 97 %

Tabnerka -6 : 96 Y%

Cepenniit: 99 %

6 Uniformity of
Dosage units
(Content unifarmity) | L1=15.0 on the first 10 dosage | Notcarried out

Valganciclovir units or if greater than L1 then
(CraH2aNOs) the value is less than or equal to
Acceptance value L1 for 30.dosage units in total
(L1 and no individual content of the 40

dosage unit is Jess than (J-L2 x
0.01) M nor more than (1+L2 x
0.01) M in the calculation of
acceptance valuc under the
content uniformity.

Cunopisnicts LI = 15,0 aas nepunx (0] He nposonurscs
AOIOBAHIX ORUHBILL | ONHMHUL  RO3YBAHNHS,  HRUIO
(meTonx npsMoro pigent TR PEBIILYE Lt.
BU3HAUEHAN BMICTY) | TIOKAZHIR  NOBUHER  8VTH
Banranunkaosip MeRiuM ado aopismosaT L}
(CraH2NOs) and 30 omiHuuL A03YBaHH.
Kpurepis WOLHE 3 IHANBIAYAILHUN
npuitnstnocTti (L) BHAYMCHB npy nepesipud
QUWHUNL NO3YBaHHs He
nosunBe GyTH meHuM 3a (1- 4

L2 5% 0,01)M ato
nepepmiysarn (1 + L2 x
0,00M  3a pesyssTaroym

PO3PAXYHKY KpHTERIO
NPHITHATHOCT B MEIKAX
BUZHAUCHHS ONHOPIAHOCT
BMICTV.
7 Related compounds
Ganciclovir Not more than 1.8 % m/m Not more than 2.0:% m/m | 0.81 % m/m
Guanine Not more than 0.5% m/m Not more than 1.0% m/m Below LOQ
{(LOQ=0.007%m/m})
Maximum single
opidentified impurity | Not mare than 0.12 % m/m Not more than 0.12 % m/m | .03 % m/m
Total unidentified
impurities Not more than 0.3 % m/m Not more than 0.5 % wm/m § 0.1 % n/m
Total imipurities Not more than 2.3 % m/m Not more than 2.5 % m/m | (:92 % m/m
Cynposiani goMimakn
[anunkponip He Ginsiue 1.8% mim He Siapwe 2.0% s/ 0,81 Yom/m
Fyawuin He Sinbie 0.5% mim He Siswtue 0% m/v Hinkue MKB (MKB
MarcunasHil BMICT = (.007%)
KOWKHOT
HeineHTIpixosano’
JHOMILIKY He Ginviie 012 % m/m He Giabwe 0.12% m/m .05 % minm
Corporate
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Jaransuuii sMicr %
HeIASHTHDIROBAHIX |
AOMILLIOK He Oitsie 0.3% Mim { He 6inpie 0,5% M/m 0,11 % Mmim
3aranpuuii micr l
{

HOMULOK He Giwtie 2.5% m/nm He 6inblie 2.5% m/m 0.92 % m/m

8 . Assay

[ Each film coated
tablet contains
Valganciclovir
Hydrochloride
equivalent ta
Valganciclovir
(CisHNGOs), in mg 1427.50 - 472,50 457.93
(%) Labeled amount  195.0 - 103.0 1G1.8
Kinsxicue
BU3HAYCHHS
Kawua tabnerka
MICTHTL
BAJITAHUHKNQBIpY
FLApOXAOPIA,
EKBIBANCHTHO
BAJIFAHW KIIOBIPY
(CraH22NeQs), B M 427.50 - 472,50 457.93
(%)-Bin 3anBAEHOTO
BMICTY 95.0 - 105.0 104.8

9 Microbiological
examination

1. Total acrobic
micrabial count Naot more than 1000 cfu per g
Total combived yeast
and moulds count Not more than 100 cfu per g
2. Test for specified
Microorganisms
Excherichia coli Should be absentper | g Absent
Mikposioaoriuna
MHETOYA

1L 3aranbHe uHeno
aepofHmX .
MIKPOOPIaniaMiB: He Ginbe 3a 1000 KYO/r - Menwe 10 KYO/r
3aranbHe YUeno
APPRAAOBHR T8 . _ Menie 10 KYO/r
nsricenesnx rpudia: He Binvuwie 3a 100 KYO/r
2. BunpoGysatHa Ha
OKpeMi BHAI
MIKPOOPraHi3MiB:
Escherichia coli:

Less than 10 cfu perg

Less than 10 cfu per g

. - . . FAacyThi
Tostuta OvricslacytHie | r Bingyry

10 tdentification of
catourant 5
10.1 Tianium dioxide A pate vellow colour to orange | Not carried out A pale vellow colour o
! colour should develop corange colour develops
! Iron oxide immediately, Simmediately
0.2 : | Not carried out
Corpoerate
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A arange colour to red colour A orange colour to
should develop which does not red cofour develops
disappear upon addition of which does not
dilute hydrochlovic acid. disappear upon
Lrewrngikauisn addivon of dilute
BapBHIIKS hydrochloric acid.
10 Tircany mioxena
He nposomntues
: 141
’ Badapsienss si Gurino- Jabapsnewus BN
5 Owxenlt saniza HKOBTOXO 10 OPAHKEBOIO HAIN0-HOBTONO o
NPOSBASETLEA HETRITHO. He niposoanTees OPAHIKEBOFO
1.2 NPOABNALTHLCS HETAAHO
3abapenenis Bl OPaHKeBoro 3adapricHns Bift
[0 YEPBOHOTO NPOSBARCTLER, | OPAHAKCBOIO 0
SKE HE SHHKAC Ticns HEPBOHOTO
AONABAHHS pO3BEACHOT APOSBUACTLCS, SKE He
NAOPHUCTOBOAHEBOT KHCTIOTH. 3NIKAC nichs
: NOJABAHHA PO3IBEIEHOT
; NAOPHCFOBOAHEBOY
5 KHCAOTIL
LabeHing Should correspond to the MQC requivernents T
Maprypauus Mosunno sianosiaary susoras MICH N(?mnpl'.m
Buanosinac
‘ Packaging Should comrespond to the MQC requiraments Complies
Ifakveanus Hogwuno mianopinati sunoram MKAH Bianogigac

I hereby certify thar the above information is authentic and uccurate. This butch of product has been
manufactured. including packagingflabeling und quality control at the above mentioned site in full complicmee
with the requirements specified in the current GMP guidelines approved by the Minisiry of Health of Ukraine
and with the requirements of the registration dossier of the destination country. The batch processing.
packaging und analysis records were reviewed cnd found 1o be in compliance with GMP.

Lyt 5t 3ucsionio. wo nueedena e inopcnis ¢ Gocuosipnon ma oo, Lo cepin npodyryil Hxio
GUPOGACHO (GRITOHAIONU BARYEANNHA/MUPKYGUNIA) NG KOHIPOIL 1T AKOCHI 1t GUECIU3IAae il GupodHInil
Oty nposedeno ¥ noeuiil ¢ionocionocmi 2 gumoraownd. susnauenng o wiaotiin nacmanosi 3 GMP,
scmnsepdncenitn Miicmepemeoy 0xoponu 200poe s Yipabiu, 13 6HM0COMU peccmpayiiniosa docoe Kpaini
npuziasienns. pomoxeiay cupoOuuymed. HUKyGanus i (anaiizic O A0 nepesisuvinG i GeliHosien;

aionvsionicmn GALP.

Name | CAJANAN DASHARATH WARE

AGHM, Quality Assurance

TAKAHAR JIALIIAPAT BAPE

ACHELTOUT 1OJ0BHOTO MOHEW PO, 303 NeUenNs
AROCT

Position of person authorising the batch release
Mptasuwe
Ilocaga 0Cco8H, g5a BIAANA DO3BUL HA BIIYCK Cepil

Stgnature of person authorising the batch release
Miamic ocodit. axka BHAANA A03BIA HA BUNYCK Cepil

Date of signature

Jlara minnucanus FH03/26

Corporate
7-2-A2, Ingustrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, inclia
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JEPIKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMM Y KHIBCBKIA OBJACTI

npos. CeitTanynoi Hanii, 3, m.Kuis, 02099, ren/dakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo AKICTL BBE3€HOIo B YKPaiHy JiKapchbKoro 3acody

04.05.2026 Ne 17141/26/10

TAHIIUI

(nafiMeHyBaHHS JiKapchbKoro 3acofy 3rifiHo 3 peecTpauiiHUM TOCBIYEHHIM)
Ta0JIETKM, BKPHTI ILTIBKOBOIO 000.10HK0I0, 10 450 Mr; mo 60 TaGiaerok y xonreiinepi, mo 1
KOHTeHHepY Y KapTOHHii Kopoo6ui

(hopma BunyCKy, [O3yBaHHs, BUI [TaKyBaHHs NiKapchKoro 3acoby)
Homep peecrpauiiinoro nocsinuenns UA/18575/01/01 crpox aii peecrpauiitioro rocsiguenus 05.03.2027
Cepis nikapcwkoro 3aco6y Ne FD258015B KinbkicTh BBE3EHOTO Nikapchkoro 3acoby 2037

Bupo6uuxk I'etepo JIa63 Jlimiten, Inais

(nalimMenysanus BUPOOHMKa JliKapcbKOTo 3aco0y, KpaiHa NOXOIKCHH)

Baescro B Yipainy Tosapucrso 3 oGmexenoro BinnosiganbuicTio "AMAPOKC
IOKPEUH JIIMITE", inenr. xoa: 43687709

(natiMenysanns Ta xox 3a CHAPITIOY ropunnunoi ocobu abo npissuiie, im's, 110 6aThkoBi GisHTHOT
0cobM - MinpreML, ii MiCUe MPOXUBAHHS Ta peecTpauliiiHuii HoMep 06JiKOBOT KAPTKY TIIATHHKA
nojlaTkis abo cepist Ta HOMep nacropTa)

IIporoxou Bisyannnoro kourposio six 06.04.2026 Ne 0970/5.
JlabopaTopHuii aHalii3 KOCT JliKkapchkoro 3acoly 3iiHcHeHyl:

JIT "LlenTtpanbha nabopaTopis 3 aHali3y SKOCTI JTiKapChbKUX 3aco0iB i MEOHUHOT TTPOIYyKLii"
(m.Kuis, Byn. Kynpssceka 10r M.Kuis, Byn. Kynpssceka 8B Kuiscrka o6macts, ¢. Hosi [lerpisi,
Byn. IBana ®panka, 19)

(naltMenyBaHHs Ta MicuesHaxolKeHH s 1abopaTopii, WwWo nposesia 1abOPaTOpHHI aHaJIi3 SKOCTI)

BWCHOBOK WI0/10 AKOCTI Jlikapchbkoro 3acoby, Buuanuii jaGoparopiero eig 01.05.2026 Ne 0784

Pesynbraty 7ab0opaToOpHOTO anallizy SKOCTi IKapChKOro 3acoby 3a nepesipeHuMy nokasHukamy BiIIMOBIZa0TH
BUMOTaM METOMIB KOHTPOIO SIKOCTI (aHAITHUHO-HOPMATHBHOT JIOKYMEHTAILIT).

3a  pesynbTaTaMM  JICPKABHOTO KOHTPOJIO BCTAHOBJICHO, IO JIKapcbkuii 3aci6 BBe3eHO B YkpalHy 3

AOTPUMAHHAM BUMOT 3aKOHOJABCTBA L1010 3a0e3MeUeHHs SKOCTI IIKapChKUX 3aco0iB.

ol 1A T,
R sﬂﬁf}m
S NI
: Sy

Qmera CPLOMEHKO

{suiamn



http://www.tcpdf.org

