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CERTIFICATE OF QUALITY
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gcnlﬁmtc TY I ——— | Pagelors
T— Leprngirar Ne: | Cropmka 135
Productname: V%?ACICLOVIRMA I\’Iazm‘facturingcounlrv: India

Hazpa ¥1poayknii: HETEROBAIANICAIOBEP- :’.lepm:u;a-151«1;366111;&': o Lt
| reTEPO N L. dviwank B

Ph.n m aceuticalform: Film-coatedtablets 360mg

j’itxap(.bh.z hpopma: TABACTRH, BRPHTI NAIBROBOIO 000J101K010, 1o 500 mr

Slrgng_,th/potmcy 1 tablet containsValaciclovir 500 mg (as valaciclovir hydrochloride)

Cuaa aitfagrasicrs: 1 rabierka sicrarh 500 mr anaunkaonipy (v BHIVOBLH BAIAQHKAOBIPY

o riipoxiaopray)

Iv;}é andsize of 6 tablets in a blister; 5 blisters in a carton box. Marking in Ukrainian.

pdckdg!ﬂ“‘ 0o O rabaeror y faicrepi; wo 5 daicrepin y kopobni 3 kaprony. Maprysanns

Buj i P‘”mp YHAKOBRHL |y penalnebKo10 MOBOYWO.

BatehNo-: F202557A Batci}bzze: 26666  packs ynaxopox
_Cepia IN2: Posamip cepii: . .

Mg Date 11.2020 Fxpirylite: 10/2023

Hara pppodbnunrsa: Hipugarunii qo:

chistruti_iin(;‘ertiﬁ(:‘fne: UA/17017/01/01 Valid upto: 07.11.2023

Pecerpauiiine nocnixucnns: ) Jiiicne jo: ]

Manufacturer name: HeteroLabsLimited 1 Man. License No.: 22 /RRIAP2O0L/F/R
Haiime srysannst BHPOGHHKA: FerepoJ Jdadslisites | Bup. ainensin No:

" Location: Unit 111, FormulationPlot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055 Telangana,

India

Micuesnaxoyxennsi: | ¥Owir HI, @opmysaeitmaIlaor Ne 22 - 110 JIA, Lxngimeraa, Xaiepadaa, 500 055
— Tenaurana, hugist

SMDC Conclusion on confirmation of GMP CertificateNo.:

_Buenosok mono njrmsepukenust cepridixary HBIE JIICN: |

validity:
ICI)MH] [!!

129/2020/C-339 ] 03.03.2021

Analysis procedure results
!}ewm;r;rn: NPOBeACHHN ARAAITY

o 4 eific m( n f’ OHYCTHMI Mew . '
Sr.No Test / Spu ation //t b - Result /
Release / Shelf-life / N
Ne s/n Tlorazsug sicocri Pesyanrar
] HPHBMIYERY | Ha TepMin npsAaTHOCTI :
1 {)(,\C]]I)tu)n White 10 off-white. film coated. sziu‘ Offswhite, film coated. caplet shaped
shaped tablets, debossed with “V' on one ¢ tablets, debossed with V7 on one side and
side and 53007 on the other side 3007 on the other side
{—)""c -~ . O ~ F ol P s L7 oL ~ ot Feslid -
Kancynonomdoni  rabaerkn  Oinoro  ado | Kancyaononidui ratnerkumalizce 6inoro
Maibie OUI0ro KONLOPY. BKPUTI IITIRKOROK) | KOILOPY, BKPUTI TEHEKOBOK 00010HKOI0
000iI0HKo10, 3 Hateom «Vr 3 oanoro Soky | ¢ namcom «Vy 3 0anoro doky i «300» 3
L 1«500» 3 ipmoro Goxy, | imworo Goky.

= . ¥
(o .on_ 10943 gfgf odL.OF. L0/ 4 /
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Cropinga 235

Tokasznuk siocri

Test/

Speeification /Honverumi mewxi

Release /
I BHUYCRY

Shelfdife/
Ha TEPMit DpUARTHOCTI

Result /
Pesyasrary

1l entification
Laentadicanin

TUV Method

FIPLC Method

Mieron BEPX

The retention time of the major peak in the
chromatogram of the sample preparation should
carrespond 1o that in the chromatogram of the
standard preparation, as obtained in the Assay.

Ha xpomarorpami locaipirysasoro posunny vac
YTPUMYBaHHS OCHOBHOIO Hika Mae 36iraTics 3
HACOM YTPHMYBAHHY 1KY Ha XPOMATOrpaMax
CTAHAPTHOIO POUNHY, OTPHMAHNN B PO
«l{uIbKICHe BUBHAYCHHY. o

Meron YO

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

Yd-cnextp noravHasia BURpoSyBAHON0 POZUMHY
HOBHHEH BIANOBRIATH 32 HAABHICTIO MAKCUMYyMis
TIPY THX JKE IOBKHHAX XBIST, 10 | CnekTp
CTAIAPTHOTO PO3UMLY.

Not carried out

He npopoauThes

Complies

Bianosijae

Not carried out

He niposojwrees

Complics

Biznosigae

Testfor Chlorides

X stopijn

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

Cupamcruit Diamii ocaa nosunen YTeopiosaTHes 3
posuMbBoM  nitpary cpibaa. Qcan noBuHEN Jerko
POSHHHATACH B aMiaky 3 MOWUIMBHM  BHHSTKOM
BEKIIBKOX  KPYRHUX  YACTHHOK,  8KI  J10BIABLHO
1 PO3UHHSIOTLEA,

Not carried out

He nposoanthes

lli »\fi—{ hod

Meroa Y

The Infra red absorption spectrum of the finely
ground tablet powder in potassium  chloride
dispersion compressed into a dise should exhibit
maxima only at the same wavelengths as that of the
stmilar preparation of Valaciclovir Hydrochloride
Monohydrate working standard.

Y-cnexrp  nommpanns Miako  noapituenoro
HOPOIKY TAOALTOK B 3APIGHCHOMY KUTHIO XI0pHAY
CHPCCOBAHOMY B MHCK [OBHNCH  BRUIHOBIAaTH 3a
HASBINCTIO  Makeumysin  1H-cnekTpy  anaioriuuo
HATOTOBACHOTO pedoucro cranaapry
Baaaunsnoripy riapoxiaopuiy sioioripary.

Not carried out

He niposotees

“omplies

Binosigac

Complies

Binosiac

Factory :22-110, IDA Jeedimetia, Hyderabad - 500 055, Telangana, [NDIA.
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C

Topinka3 35 |

Ceprugirar No:

HETERD
r'

& 'Whtercm: tent Not more than iG.O Ym/m
( ByKF,

Determined on 0.2 ¢)
Boaa (Meroxn

K. ®imepa,
BHAYCHAR
vaposoasth ua 0,2 )

He Ginsine 10,0 % m/nm

Not more than 12.0 % m/m

He Sinbire 12,0% m/im

6.7%m/m

0.7% miMm

Averageweight

Cepeans maca

Disintegration time

Poanaannsn

717.50 mg £3%

{695.98 mg —739.02 mg)
717.50 vy £3%

{01 695,98 mr 10 739,02 mr)

Net carried out

He npopopurnes

7 ‘176.67111{;

716,67 Mr

Not more than 30 mmutes

He Bisnpiue 30 xpunun

Not carried out

He npopoauTies

17Minutes 45
Seconds

17 xpynnn 45
CCKYHA

6

9

issolution

Posunnenus

Not less than 80% (Q) of labeled
amount of Valaciclovir is dissolved in
30 minutes.

He mern 80 % (Q) Bia zaapacHOro

BMiCTy BanaiuiioBipy posauHsieTses
aporarom 30 xa.

Not less than 75% (Q) of
labeied amount of
Valaciclovir is dissolved
in 30 minutes.

He memnn 75% (Q) Bin
JAABACHOIO BMICTY
Banauuxrosipy
PO3YHSETHCHA
rporsirom30 xi.

Tablet-1: 98 9%
Tadnerka-|
Tablet-2: 100 %
Tabnerxka-2
Fablet-3:
Tabnerka-3
Fablet-4:
FatGnerka-4
Tablet-5:
Fabnerra-3
Iablet-6:
{abnerxa-6
Average: 100 %

102 %

100 %

9G o4

99 %

Uniformity of Dosage
units
{By mass variation)

Oauopinnicrn
JAO30BAHNX
OHHRUL{PO3PAXYIKO
RO-BArOBHH METOR)

Acceplance value (L1) not more than
15.0

[puiiMansue uucno (L1pe Olibiue
15.0

Enantiomeric Purity.
Impurity-R
Fuanriomepuaancror
a: Movinnea-R
Related compounds

Impurity - A
Impurity - B
Impurity - €

Impurity - P

Not more than 3.0%

Hebinnme 3.0%

Not more than (.5%m/m
Not more than 2.0%m/m
Not more than 0.3%m/m

Cepennc: n
Not carried out
1.2
He nipoBojrbes
1.15 %

Not more than 0.53%m/m

i Not more than 2.5‘361}1;’11;3;.
Not more than 0.3%m/
Not more than 0.3%m/m | Not more than 0.3%nfis &

Factory :22-110, IDA Jeedimetla, Hyderabad - 500 055, Telangana, INDIA.

(.03 %m/m
121 %m/m
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Page 40f 5

Maximum Single unknown

I mpurity

Total Impurities (Sum of Related
substances and Enantiomeric
purity)

Cyupoiani 1omimen
Jominica-A

Jlomimka-B

Jlominika-C

Jlomimka-P

MakenmansHa OJHHRYHA
HeinenradiKorana oMinrka
CyMa ZOMIUOK {B TOMY UHCIH
EnairiomMepny wietory)

Cropinkad 35

~ Not more than 3. H0%m/m

ne Oubine 6,5%
He Outsine 2.0%
He Binvine 0,3%
de Oinsine 0,3%
e 6innie 0,10%

He 6imsuie 5,0%

Not more than 5.0%n/m

ne Oineive §,5%
ne Dibe 2,5%
ne Oiaviee ,3%
He Ousiie 0.3%
He Dinsiue O,10%

He Giibiie 5,5%

Not more than 0.10%m/m

Not more than 5.5

0.066 %am/m

2.87 %mi/m

0.03 %
1.21 %
0.23 %
0.07 %
0.06 %%

2.87 %

10 ! Assay
Valaciclovir (mg) 475.00 - 525,00 mg 50112 mg
(%) Labeled amount 95.0 % - 105.0% 002 %
Kinekicne ruznavenns
Banaunknosip (Mr) 475,00 - 525,00 mr 561,12 mr
3asBICHR KINbKICTh (Vo) 95,0 % — 105,0 % 100.2 %

11 | Microbiological examination
Total aerobic microbial Not more than 1000c¢fu per g l.ess than 10 cfu per g
count{TAMC)
Total combined yeast and moulds | Not more than 100cfu per g Less than 10 cfu per g
count{TYMCQ)
Test for specified Microorganisms
Escherichia coli Should be absent per | g Absentper g
Mixpobioaoriyna uncrora s
I%zir'a}n,;m KITLKICTL murresnatauy | He Ostae 1000 KY O/ Mentuel (0 KYO/r
acpoduux
mikpoopranizmis( TAMC
i%ar‘;umi}a KiJ’lizKiC’(i‘b l'lJfEC(‘-)l--lCBH.‘{ i e Sieme 100 KY O/ Menmne L Ky
aporpkosux rpudis( TYMCO)
Crienudiuni MIKpoOpraniangg ‘ .
Escherichio coli MoB#EH Oy RiscyTHivMue | Biacyruip ir

12 | Edentification of colourant An orange red Not carried out An orange red
(Titanium dioxide) colour should colour is appear.

appear,
Lxewrudixanis dapsunxa [Tosunno He nposoaurses 3 apageThes
{THTINY JI0KCH) 3 aBHTHCH OPAIBKCBO-HEePBOHE
OPaHIKEBO-HCPROHE 3a04PRACHHS
| poGapbaensn.
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T Clertifionte Mags T Page 50f S
ertificate No 03FP20005916 A58 2083
Ceprudirar Ne: Cropinka 535
L. abelling Should correspond to the MQC requirements Complies
MWlapkypanun Hosunnosianosiarusunvoram MKS - p )
° Bignosinae
Packaging Should correspond to the MQC requirements . .
: i . . _ o Complies
TTacysanns UHosmnnorinnosiparisusoran MK o
) Bianorinae

1 hereby certify that the above information is authentic und accurare. This batch of product has been manufactured,
including  packaging/labeling and quality control at the abovementioned site in Jull complianee with ithe GMP
vequirenzents of the local Regulatory Authority and with the specification available in registration dossier. The batch
processirng, packaging and analysis records were reviewed and found fo be in complicmee vwith GMP.

Luw 2 zocsiouyo, wo nasedena suiye indhopuaiis ¢ docmogipiow ma mounoo. o cepio npodyxyii Gyao eupobaeno
(EXAOUCTEO N RUKYSANIB/MADKYSQNs) mia ROUmpQiL 1 AK0CmE 1 guigesasnaueniys supotmmite Qineinnyi nposedeno y
nosnil Gionesidnocnmi 3 suvocam GMP, scmanosien MICHSBUM PESYASIMOPHILM OPSAHOM, (4 INUKONC GION0GIdN0 do
eneyupiail, o stcnmmees 6 peccmpaniiniony docec. Hpomoxoan GUPODTUYING, MUKV My anaiizie 0y:10
nepecAsH Y me na GCmanoeieno gionosionicms GMP,

Name | B. Hari Krishna, DGM

Position of person authorising the batch release Quality Assurance
Hpissuue | B- Xapi Kpiuna, T/IM

locana ocobu, axa Buana 103810 Ha BUmycK cepil I = diEn dRuch

Signature of person authorising the batch release P’ F&L;KM

IMigimse ocobu, sxa Bujana 103811 Ha pUIyCK cepil

Date of signature
Hara nianncannsg

31.12.2020

Factory :22-110, IDA Jeedimetla, Hyderabad - 500 055, Telangana, INDIA. Tel:




ha\ g
JEPXKITTKCITYXBA
AEPKABHA CIHYXEBA 3 JIKAPCHKHUX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHT Y KHIBCBKIHA OBJIACTI

npocnekT Baaepis JlodaHosckkoro, 31, m. Kuis, 03110, Ten/daxe: (044) 363-06-30
E-mail; dis.ko@dis.gov.ua,https://www.dis.cov.ua, Koa CAPTIOV 37078774

BUCHOBOK
MPo AKICTh BBE3CHOrO B ¥ KPATHY NiKaPCLKOro 32¢00y

12.02.2021 Ne 844/21/10

BAJALMKJIOBIP-TETEPO

(Ladmeny Bng AIKAPCLKOTO 3AC00Y 3rLI0 3 pecCTpauiiiuy Nnocsi ZHCHMAM)
T20HEeTY, BRPHTI IHBKOBOIO 0607101K010, 10 500 mr; e 6 TadicToR ¥ Gaicrepi; mo S
Onicrepis y xopobui 3 kapTouy

{hopya BHITYCKY, ROSYBUHNA, BIGT NAKYBAKNAA NK2PCLEOTO 30c00Y)
Houmep peecrpauifivoro noceinsenns UA/17017/01/01 evpok aii peecrpauiiivoro nocsiaenns 07.11.2023
Cepin nixapcskoro 3acoby Ne E202557A Kinexicts BeeseHoro nikapcakoro sacody 15408

Bupodnrx Terepo Na6s Mimiresn, Innin
(naifveHysanus sdpodiiike Aikapcekoro sacody, KpalHa NONCIKeH: M)

BBe3eto B Yrpainy Topapuerro 3 odmemenoio signosizansuicrio "TAMAPOKC
IOKPEUH JIMITER", inent. wox: 43687709
(nafaerysania T2 xon 3 CAPTIOY 10pnansnol ccodu alo apispie. iv's, no Garskosi hizwanot
ocofu - nianpresusz, 1 vicue npowKBatng TA peceTpauiizumil Homep oORIX0OBOT KADTKY NIATHMIA
noaaTiis aB0 cepisn Ta HOMep nacnopTa)

Tipororen sisyansuoro woarpomo sia 15.01.2021 » 0065/4.

9]

Haboparopuuit ananis sxoct! nikapebkoro sacoby suilicHenni:

Al "Uentpansua 1abopaTopis 3 ananisy sxocti TiKapeeKHx 3acobis 1 MeauyHol npoayxuii”
(m.Kuip, syn.Kyapsscska 10r)

(nafmenysanun Ta MicURIREX0AKSHES nadopaTanii, Lo nposena AaB0paAToRit auaii3 gxocTi)

Bucropox wono axecti nixapeexoro 3acofy, suaanuii maGoparopicio sia 03.02.2021 Ne 0285

Pesyabrary nabopatopHoro asaniay axocti nikapenkoro sacofy sa nepepipeHivM NoxasHikavy BLIHOBIAAIOTE
BHMOTAM METOUIB KOHTDOMO HKOCT] (AHANITHUHO-HOPMATHBHOY BORYMEHTAUIT),

32 pesynubTaTaMH  AepIABHOTO ROHTPOMO  BCTAMOBACHO, WO jikepcexuil 3a2cid  seeseno B Yrpaimy 3
ﬂOTpHMaHHHM B

i
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TUV Method

FIPLC Method
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The retention time of the major peak in the
chromatogram of the sample preparation should
carrespond 1o that in the chromatogram of the
standard preparation, as obtained in the Assay.

Ha xpomarorpami locaipirysasoro posunny vac
YTPUMYBaHHS OCHOBHOIO Hika Mae 36iraTics 3
HACOM YTPHMYBAHHY 1KY Ha XPOMATOrpaMax
CTAHAPTHOIO POUNHY, OTPHMAHNN B PO
«l{uIbKICHe BUBHAYCHHY. o

Meron YO

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

Yd-cnextp noravHasia BURpoSyBAHON0 POZUMHY
HOBHHEH BIANOBRIATH 32 HAABHICTIO MAKCUMYyMis
TIPY THX JKE IOBKHHAX XBIST, 10 | CnekTp
CTAIAPTHOTO PO3UMLY.

Not carried out

He npopoauThes
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Bianosijae

Not carried out

He niposojwrees

Complics

Biznosigae

Testfor Chlorides

X stopijn

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

Cupamcruit Diamii ocaa nosunen YTeopiosaTHes 3
posuMbBoM  nitpary cpibaa. Qcan noBuHEN Jerko
POSHHHATACH B aMiaky 3 MOWUIMBHM  BHHSTKOM
BEKIIBKOX  KPYRHUX  YACTHHOK,  8KI  J10BIABLHO
1 PO3UHHSIOTLEA,

Not carried out

He nposoanthes

lli »\fi—{ hod

Meroa Y

The Infra red absorption spectrum of the finely
ground tablet powder in potassium  chloride
dispersion compressed into a dise should exhibit
maxima only at the same wavelengths as that of the
stmilar preparation of Valaciclovir Hydrochloride
Monohydrate working standard.

Y-cnexrp  nommpanns Miako  noapituenoro
HOPOIKY TAOALTOK B 3APIGHCHOMY KUTHIO XI0pHAY
CHPCCOBAHOMY B MHCK [OBHNCH  BRUIHOBIAaTH 3a
HASBINCTIO  Makeumysin  1H-cnekTpy  anaioriuuo
HATOTOBACHOTO pedoucro cranaapry
Baaaunsnoripy riapoxiaopuiy sioioripary.

Not carried out

He niposotees

“omplies

Binosigac

Complies

Binosiac

Factory :22-110, IDA Jeedimetia, Hyderabad - 500 055, Telangana, [NDIA.
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Topinka3 35 |

Ceprugirar No:

HETERD
r'

& 'Whtercm: tent Not more than iG.O Ym/m
( ByKF,

Determined on 0.2 ¢)
Boaa (Meroxn

K. ®imepa,
BHAYCHAR
vaposoasth ua 0,2 )

He Ginsine 10,0 % m/nm

Not more than 12.0 % m/m

He Sinbire 12,0% m/im

6.7%m/m

0.7% miMm

Averageweight

Cepeans maca

Disintegration time

Poanaannsn

717.50 mg £3%

{695.98 mg —739.02 mg)
717.50 vy £3%

{01 695,98 mr 10 739,02 mr)

Net carried out

He npopopurnes

7 ‘176.67111{;

716,67 Mr

Not more than 30 mmutes

He Bisnpiue 30 xpunun

Not carried out

He npopoauTies

17Minutes 45
Seconds

17 xpynnn 45
CCKYHA

6

9

issolution

Posunnenus

Not less than 80% (Q) of labeled
amount of Valaciclovir is dissolved in
30 minutes.

He mern 80 % (Q) Bia zaapacHOro

BMiCTy BanaiuiioBipy posauHsieTses
aporarom 30 xa.

Not less than 75% (Q) of
labeied amount of
Valaciclovir is dissolved
in 30 minutes.

He memnn 75% (Q) Bin
JAABACHOIO BMICTY
Banauuxrosipy
PO3YHSETHCHA
rporsirom30 xi.

Tablet-1: 98 9%
Tadnerka-|
Tablet-2: 100 %
Tabnerxka-2
Fablet-3:
Tabnerka-3
Fablet-4:
FatGnerka-4
Tablet-5:
Fabnerra-3
Iablet-6:
{abnerxa-6
Average: 100 %

102 %

100 %

9G o4

99 %

Uniformity of Dosage
units
{By mass variation)

Oauopinnicrn
JAO30BAHNX
OHHRUL{PO3PAXYIKO
RO-BArOBHH METOR)

Acceplance value (L1) not more than
15.0

[puiiMansue uucno (L1pe Olibiue
15.0

Enantiomeric Purity.
Impurity-R
Fuanriomepuaancror
a: Movinnea-R
Related compounds

Impurity - A
Impurity - B
Impurity - €

Impurity - P

Not more than 3.0%

Hebinnme 3.0%

Not more than (.5%m/m
Not more than 2.0%m/m
Not more than 0.3%m/m

Cepennc: n
Not carried out
1.2
He nipoBojrbes
1.15 %

Not more than 0.53%m/m

i Not more than 2.5‘361}1;’11;3;.
Not more than 0.3%m/
Not more than 0.3%m/m | Not more than 0.3%nfis &

Factory :22-110, IDA Jeedimetla, Hyderabad - 500 055, Telangana, INDIA.
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Maximum Single unknown

I mpurity

Total Impurities (Sum of Related
substances and Enantiomeric
purity)

Cyupoiani 1omimen
Jominica-A

Jlomimka-B

Jlominika-C

Jlomimka-P

MakenmansHa OJHHRYHA
HeinenradiKorana oMinrka
CyMa ZOMIUOK {B TOMY UHCIH
EnairiomMepny wietory)

Cropinkad 35

~ Not more than 3. H0%m/m

ne Oubine 6,5%
He Outsine 2.0%
He Binvine 0,3%
de Oinsine 0,3%
e 6innie 0,10%

He 6imsuie 5,0%

Not more than 5.0%n/m

ne Oineive §,5%
ne Dibe 2,5%
ne Oiaviee ,3%
He Ousiie 0.3%
He Dinsiue O,10%

He Giibiie 5,5%

Not more than 0.10%m/m

Not more than 5.5

0.066 %am/m

2.87 %mi/m

0.03 %
1.21 %
0.23 %
0.07 %
0.06 %%

2.87 %

10 ! Assay
Valaciclovir (mg) 475.00 - 525,00 mg 50112 mg
(%) Labeled amount 95.0 % - 105.0% 002 %
Kinekicne ruznavenns
Banaunknosip (Mr) 475,00 - 525,00 mr 561,12 mr
3asBICHR KINbKICTh (Vo) 95,0 % — 105,0 % 100.2 %

11 | Microbiological examination
Total aerobic microbial Not more than 1000c¢fu per g l.ess than 10 cfu per g
count{TAMC)
Total combined yeast and moulds | Not more than 100cfu per g Less than 10 cfu per g
count{TYMCQ)
Test for specified Microorganisms
Escherichia coli Should be absent per | g Absentper g
Mixpobioaoriyna uncrora s
I%zir'a}n,;m KITLKICTL murresnatauy | He Ostae 1000 KY O/ Mentuel (0 KYO/r
acpoduux
mikpoopranizmis( TAMC
i%ar‘;umi}a KiJ’lizKiC’(i‘b l'lJfEC(‘-)l--lCBH.‘{ i e Sieme 100 KY O/ Menmne L Ky
aporpkosux rpudis( TYMCO)
Crienudiuni MIKpoOpraniangg ‘ .
Escherichio coli MoB#EH Oy RiscyTHivMue | Biacyruip ir

12 | Edentification of colourant An orange red Not carried out An orange red
(Titanium dioxide) colour should colour is appear.

appear,
Lxewrudixanis dapsunxa [Tosunno He nposoaurses 3 apageThes
{THTINY JI0KCH) 3 aBHTHCH OPAIBKCBO-HEePBOHE
OPaHIKEBO-HCPROHE 3a04PRACHHS
| poGapbaensn.
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L. abelling Should correspond to the MQC requirements Complies
MWlapkypanun Hosunnosianosiarusunvoram MKS - p )
° Bignosinae
Packaging Should correspond to the MQC requirements . .
: i . . _ o Complies
TTacysanns UHosmnnorinnosiparisusoran MK o
) Bianorinae

1 hereby certify that the above information is authentic und accurare. This batch of product has been manufactured,
including  packaging/labeling and quality control at the abovementioned site in Jull complianee with ithe GMP
vequirenzents of the local Regulatory Authority and with the specification available in registration dossier. The batch
processirng, packaging and analysis records were reviewed and found fo be in complicmee vwith GMP.

Luw 2 zocsiouyo, wo nasedena suiye indhopuaiis ¢ docmogipiow ma mounoo. o cepio npodyxyii Gyao eupobaeno
(EXAOUCTEO N RUKYSANIB/MADKYSQNs) mia ROUmpQiL 1 AK0CmE 1 guigesasnaueniys supotmmite Qineinnyi nposedeno y
nosnil Gionesidnocnmi 3 suvocam GMP, scmanosien MICHSBUM PESYASIMOPHILM OPSAHOM, (4 INUKONC GION0GIdN0 do
eneyupiail, o stcnmmees 6 peccmpaniiniony docec. Hpomoxoan GUPODTUYING, MUKV My anaiizie 0y:10
nepecAsH Y me na GCmanoeieno gionosionicms GMP,

Name | B. Hari Krishna, DGM

Position of person authorising the batch release Quality Assurance
Hpissuue | B- Xapi Kpiuna, T/IM

locana ocobu, axa Buana 103810 Ha BUmycK cepil I = diEn dRuch

Signature of person authorising the batch release P’ F&L;KM

IMigimse ocobu, sxa Bujana 103811 Ha pUIyCK cepil

Date of signature
Hara nianncannsg

31.12.2020

Factory :22-110, IDA Jeedimetla, Hyderabad - 500 055, Telangana, INDIA. Tel:




ha\ g
JEPXKITTKCITYXBA
AEPKABHA CIHYXEBA 3 JIKAPCHKHUX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHT Y KHIBCBKIHA OBJIACTI

npocnekT Baaepis JlodaHosckkoro, 31, m. Kuis, 03110, Ten/daxe: (044) 363-06-30
E-mail; dis.ko@dis.gov.ua,https://www.dis.cov.ua, Koa CAPTIOV 37078774

BUCHOBOK
MPo AKICTh BBE3CHOrO B ¥ KPATHY NiKaPCLKOro 32¢00y

12.02.2021 Ne 844/21/10

BAJALMKJIOBIP-TETEPO

(Ladmeny Bng AIKAPCLKOTO 3AC00Y 3rLI0 3 pecCTpauiiiuy Nnocsi ZHCHMAM)
T20HEeTY, BRPHTI IHBKOBOIO 0607101K010, 10 500 mr; e 6 TadicToR ¥ Gaicrepi; mo S
Onicrepis y xopobui 3 kapTouy

{hopya BHITYCKY, ROSYBUHNA, BIGT NAKYBAKNAA NK2PCLEOTO 30c00Y)
Houmep peecrpauifivoro noceinsenns UA/17017/01/01 evpok aii peecrpauiiivoro nocsiaenns 07.11.2023
Cepin nixapcskoro 3acoby Ne E202557A Kinexicts BeeseHoro nikapcakoro sacody 15408

Bupodnrx Terepo Na6s Mimiresn, Innin
(naifveHysanus sdpodiiike Aikapcekoro sacody, KpalHa NONCIKeH: M)

BBe3eto B Yrpainy Topapuerro 3 odmemenoio signosizansuicrio "TAMAPOKC
IOKPEUH JIMITER", inent. wox: 43687709
(nafaerysania T2 xon 3 CAPTIOY 10pnansnol ccodu alo apispie. iv's, no Garskosi hizwanot
ocofu - nianpresusz, 1 vicue npowKBatng TA peceTpauiizumil Homep oORIX0OBOT KADTKY NIATHMIA
noaaTiis aB0 cepisn Ta HOMep nacnopTa)

Tipororen sisyansuoro woarpomo sia 15.01.2021 » 0065/4.

9]

Haboparopuuit ananis sxoct! nikapebkoro sacoby suilicHenni:

Al "Uentpansua 1abopaTopis 3 ananisy sxocti TiKapeeKHx 3acobis 1 MeauyHol npoayxuii”
(m.Kuip, syn.Kyapsscska 10r)

(nafmenysanun Ta MicURIREX0AKSHES nadopaTanii, Lo nposena AaB0paAToRit auaii3 gxocTi)

Bucropox wono axecti nixapeexoro 3acofy, suaanuii maGoparopicio sia 03.02.2021 Ne 0285

Pesyabrary nabopatopHoro asaniay axocti nikapenkoro sacofy sa nepepipeHivM NoxasHikavy BLIHOBIAAIOTE
BHMOTAM METOUIB KOHTDOMO HKOCT] (AHANITHUHO-HOPMATHBHOY BORYMEHTAUIT),

32 pesynubTaTaMH  AepIABHOTO ROHTPOMO  BCTAMOBACHO, WO jikepcexuil 3a2cid  seeseno B Yrpaimy 3
ﬂOTpHMaHHHM B

i
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