A,
JEPKABHA CIIYAKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMH Y KHIBCHKIN OBJIACTI

npos. Ceitimnanol Hagil, 3, M Kaize, 02099, Tesi/pake: (044) 363-06-50
E-mail: dls, ko@d%s gov.ua, Ko €IPTIOY 37078774

BHCHOBOK
PO SKICTh BBE3EHOTO B YKpaiHy JAIKapChLKOro 3acoby

22.03.2024 Ne 8301/24/10

BAJIAHMKJIOBIP-TETEPO

(Hamﬁ:ﬂ}rmmm HKAPCHKOD 3800y STIAHO 3 peceTpanifum HGCB],I[‘IEHHEEM)
TAGJIETKH, BRPHTI HJIIBKOBOIO 000I0HK010, 10 500 MI; 1o 5 Taberox Yy 6aietepi; no 2

5,311c*repﬁ Y Kopobhiil 3 KapTOHY )
f{}{lpma BHITYCKY . JIO3YBAHHS, BHA BAKYRAHHS. AIKAPCEKOTe 3206y )

Howmep peecrpauiinoro noceixgers UA/T 7017701701 CTpoK it peccTpauiinero iocsixyenns 07.11,2024

Cepin nikapeixoro 3co6y Ne K232549F Kinsxicrs BBe3eH0T0 HikapChKore 3a¢o6y 1474

BupoOnux. Terepo Jlaos Mismites, Tams o
{HascHYBARS BH}:}{}UHHE{"E ifiiﬂ}}cﬁi{(}iﬂ jacoﬁ KpaHa 1[{13&1&{&1[{5}

Baescio s Yepaiuy “TopapucTB0 3 06MEKeHOO BiinoBiansaicTio "AMAPOKC
MOKPEUH JIIMITEN", izenr. xox: 43687709
{HaliMenysanns Ta xod 32 CHAPIIOY wopuanenoi ocotn abo. HPIEEHHI&E iM'g, 5O ﬁdTBKﬂEi @)Hﬂqﬂi}i

0co0H ~ rirnpueMts, [ MICLE IPOXUBAHAS TA peecTpaniiHui HOMED COMIKOBGT KapTRE HHH,IHHKE o
UGAATRIB A06 Cepis Ta HoMep FACTepRTa)y -

Hporokos sisyansioro konrponio sin 05.03.2024 Ns 0275/3.

JTaGoparoprith auaniz AK0CTi AKAPCHKOro 3aco6y i cen

AT "Hentpanssa naboparopis s ai»zamzy SKOCTI JHKAPCHKUX 3aC001R | Meanuuol POy

(v.Kuis, syn. Kyapsseska 107 . Kuis, Byn. Kyapsscska 8B Kuiscsxa ofnacrs, ¢. Hosi [Terpisii,
_ByiL Isana @panka, 19)

(Ha‘iiﬁﬁil}fﬂalﬂﬁﬁ TR MiCUEIHAR0UKCH IR Fabopatopit, no HPOBONA IADODATOPHIN 8HANI3 SIKOCT)

BreHOBOK 1010 AKOCTI NKAPCHESTO 3808y, Bunaruii 1t saparopicro sin 22.03.2024 Ne 0569

Pesyinrara naboparopaoro HIE&HIB} SIROCTH JITRAPCEROTO 3aco0y.3a CPeBIPCHIM M TTOKATHUKAMY Bmﬂﬁﬁmai{}?b
BEMOTAM METOLIE KOHTPOO HK0CT] (AHaITUHIHO-HOPMATHRHOT JAOKYMeHTan)

3a. PEIYIBTATAMW  HEPKABHOID  KOWIPOMO  BUTAHORIEHO. 10 aikapebrit  3ACIH. BREENs B Vipaldy 3 S

AOTPDUMAHHIM puMor 3850H0105CTRA 1010 2aDE3MEUCHAN gKOCT] AIKADCRENX 3300/ S,
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. B Factory: 22-110, DA, Jecdimetia;,
Ll B ot ;a i@ﬁ Hyderabad - 500 055. Telangana; INDIA.
* . Phone | +9140 23096171/ 72/ 75 {74
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CERTIFICATE OF QUALITY
Li* PTUHDIKAT QKO( Z E
1",“,,?“ S U P S LT B T i o e LD L S WL T e e IR
i g Pdﬂe 1 of 6
e Certificate Nos - 3p3008056 |
_ Ceprudiray Ner | i ropinkal 36
; Product name: "VALAC I(“ I. O“v’iR IR-HETERO 3 "vLmuiaLiurmﬁ muntry India |
{ Haspa spoveniis ___smim%ﬁ FAUMKIOBIP-TETEPO L depmapa-si EPOOIHR: gMIH,ZHH_m}
Pgﬂmmeumml fm . Fnimwcﬁate{i tablets 500 mg -
- JHikapepxa (g}apxm - rabaeTKHM, E}hpi{”{‘i a‘i.:m;maf}m m}{}:mn KO0, O %{)ﬂ ME
% Simngthlpniwm, 1 tablet contains V alaciclovir 500 mgz (aq valaﬁdcwr El}dlﬁchlﬁﬁdﬂ)
1 Cuna Q/axTHBHICTH: | 1 tadiaerka micrtath 500 Mr sasaunkaosipy (y SERLINA BREAWHKAGHIDY ‘
| e | CUDOXAOPILY) U U —— o
-‘ T}rpe and size {;i 5 tablets in a blister; 2 blisters in a carton box. Mar kmg in Ukrainian.
- packaging: no-S Tabueror y dnicrepi; mo-2 Gaicrepn ¥ Kopobui 3 kaprouy. Maprysauns
- Buni pmmg} YURROBKWE | yiepaincbroio MOBOIO. . |
1 Bateh Nou: | i Batch Size; o yacks
vt j E2325498 > ; 1700 ! _5
cCepta Ney S | Powmip cepit ORI Y HAROBOR
| Mig. Date: | ] Expiry Date:
1 ﬁ’f 2023 i smms i
| Aara supollHrea; L oy Hpgawrand go: o R |
| Registration Certificate: Valid up to: i
0% _§ UA/I7017/01/01 P 07112024
Pecerpaniiipe nocsinyenusn: e Jisewe o2 i -
CManulacture e %[ abs L. an. L Y
Manulacturer nan i etero L‘lb%] lmited M n: License No.: 2,3 TRRUAP/00UF/R :
;.Hdﬁﬂwvmmm pupobnurar | I'erepo Jabs Jivirenx Bnp JHIEM3IH No: o
' Location: Unit HI F Qrmulai;{m Plot No 22 11@ ﬁ)ﬁs Jecdlmetia, Hvdembad 300 855
i Telangana, India
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, % wecification / r;mcxmst MER :
S, Mo Lest/ o f" s fl exi Result / g
o gl | . ‘Release / Shelf-life / % ,
Noez/m,  [lowazHuyk AKOCTL 1 : Pesynerat
R R APNCBUIYCRY | R3TepAN upamHoeT - __ JR S —
1 <Desw1pimn White to nft-mhltu ilm coated. caplet | Off-white, film coated. caplet shaped
: 1 shaped tablets, debossed with *V on one | tablets, debossed with “V’ onone side
% side and 5007 on the other sude i and ‘SO0 on the other side
;‘ s S U P URSON
Ot | Kareymoro, i rabreTkn Ouroro. ato Kancyionoubal  TabieTki  Mawke
1 maiire GLI0r0 KOHROPY, BKPHTI nmm@m;a - 6i10ro KOnbOPy, BKPHTI NAIBKOBOK)
i : Gﬁi}lloﬁk{)i{] 3 HATIMCOM « V% 3. 0HOro DOKY | 00ONOHKOI 3 HANTHCOM «V» 3 080050
1o 00y 3 HIore. DOKY. - - { Goxy 1 «500» 3 IHIOTo-GOKY. ;
L'ﬁ:L“{}H} 8
";,OHFJE'HH ga;
r.
Ccrpmate J’-::ﬁ

7.
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Teaaurans, L ETRY RS

Cnmimmn on the confirmation of the conditions for the i -
- production o} medicinal products in accordance with the s validity: I )
requirements of the GIMIP No.: - 448/2023/C-885 |§7.12.2024 |
| BuesoBoK 1030 NIATEEPUKCHHS YMOB BIPODRHITRS gigapehrax | Tepmin Ail: | ;
_3acolis suvoram HBH Ne: [ R I S S

Apalysis procedure results
Pesyantarn MpPOBEACHHS axanaizy

preeeeien . EF——————

Micuesnaxopkenns:  JOuir 111, @opmyaeitinin Moot Ne 22 - 110 DIA, Taupiveraa, Xaligepaban, 560 055 -'

2-A2, Indiistrial Tstates, Sans *h-'mgar;'i—lyd'e-rabadlSt;‘:étf}'{iﬂ's_.'Té%a 3Y
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i The retention time of the : Not.carried out

major  peak i the |

chromatograri of  the |

sample preparation |
should correspond to that
in the chromatogiam of |
the standard preparation,
as abtained in the Assay. !

g
=

 Ha sposatorpami He Hposoairscs
 HOCHIIORYBAROTO
POZHUHY HAC
VTPUMYBAHHS
OCHOBHOTO THKA MAE
I0IraTUCH 3 4acoM
VIPHMYBAHAS THKY HA |
XPpOMATOrPamMax
CTAHIAAPTHOIO PO3HHRY,
. OTPUMAHUX 8 PO3ALAL

L« KibkicHe
BHIHAMGHHD). :
N

g

| Ha
L OCHIUKYBAHOIC
| pozuHAY

| OCHOBHOTO
2OICAETRES

| xpomarorpamax

1 CTAHIAPTHOTO

1 POSYMHY, OTPUMAHMN B
pO3AIM

BHIHAUSHHIY,

- The retention time of |
* the major peak in the |
¢ chromatogramy of the!

corresponds. to that in |
the chromatogram of |
the

¢ preparation,
obtained in tiie Assay.

sample nreparation |

standard |

as i
i

APOMATOrPamI

A
YIPHMYBaHHsA

KA
YFCOM |
VIPUMYBAHIHA iKY A
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| The UV I Not carried out
specirum
| preparation
exhibit. maxima
same wavelength as that 5
of standard preparation.

absorption
of sample |
should |

at the :

V@-crexrp normunaug | He npopoauTecs
BUIPOOYBAHOID
DO3YHMHY HOBHHCH
BIAMOBIIATH 34

1 HASRHICTIO MAKCHMYMIB
TIPH THX JKE JOBIKHHEX
XBHIIL, 10 1 CIIEKT]

CTAHUAPTHGIO POZUMHY.

]

£ spectrum.
- preparation. exhibits
Imaxima at the same :
Vwavelength as that of |
{ standard prepaiation.

1 Y DeerexTp
IOTJIHHAHKS
sunpoOyRaHOro

. HASBHICTIO |
MAKCHMYMIB TPH THX. |
ke ROBXHHAN XBHI, |
IO 1

CTAHAAPTHOrO
L POSHHEY.

_&bsorp%ion
of sample

The UV

po3uHAY BINMOBIAAE 34 |
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1 e e e

. Curdled wlite
% precipitate should form
Cwith  stlver  nifrate
E : - Lo
i solution. The precipitate |
| should dissolve easily in |
{ammornia  with

the .

Curdied white
precipitate formed with

“silver nitrate seolution.
The
(dissoly
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HETERO LABS LIMITED

o Sy
¥4 RS UNIT-HT (EO.U}

Vdﬁﬁf‘?@ g ;%?ﬁ%‘;}% f—actory 22V 10A, Jeedimetia,
BLae 1 il BN Wi o N Hyderabad - 500 058, Telangana, INDIA
% Dihone | +S1 40 23096171/ 72/ 73174

E%m y A
' i
Ferﬂf’cate Na}“_ ; '(HFPZ’}{}{?ﬁi}Sﬁ J Pa“L 6
I CCeprniway Moy T MEFEI“”“{H 336 .
Sy No. | Teost/ L o Bpﬁtii{ti‘ii(}ﬁ fﬂjlun}s_’rum MEWi o Resuft:f-
L Nesdu E F1oWAIHIK HKDCT s Release / Shell-Jife / Pe3yaLeaT
e puuTERY HA;_‘m‘ﬂ“mlﬁﬁﬁ3”§£¥_Mmm o i
{"’ posuljlc except1on t}f p{}aaib e emeptzon oi a ;
] fow  large pamclm, ] few large particles;. i
i which digsolve slowly. . which dissolve stowly. i
; L Crpouerais Sl ocal , o ]
Xnopand ' noBMHEH YTEOPIOBATHEs - HE HPORDAWTHRCH ; 1’( reopicErbet -
E 3 posuMMOM  HITpATy | | CHPHHCTHH DIAH G?‘%_ﬂ
g | epibna. Ocan nosumed . POSHHHOM i'mp"_ﬂ?
) FErKe PO3UUHATHCA B | | cpibna. Ucap JeTKo
Camiaky’ 3 MOXCTHRHM ?i)B‘IHHHE’[‘ECH B aMIaKy
: | BUHSITKOM.  €KIABKOX | FMOIKINBUM BURATKOM |
; | KpYITHEX YACTHHOK, AKi | ASKUIBKOX  KPYIHHX
% a i'norxinmm ‘{ﬂC'l:PIHQI{_ﬁ AKI
| POZUHHAIOTHES. | | MOBLIBHO
i e U : e POBIBBIOTECS N
§ 2.4 }R Muimd . The Inira red absorption l ’g\{}t L,ams.,d out : The iﬁfrazed "
5 spectrum. of the finely | | .absorption spectram of
« ground tablet powder in ‘ { the finely ground tablet
L potassum chloride - jpowder v potassium
dispersion ¢ompressed Ichloride  dispersion.
| | | into a dise should exhibit | © compressed into a disc.
3 maxima only at the same -exhibits mdkima only
wavelengths as that of | +at the sanie !
! | the similar preparation of - - wavelengths as that of |
Valaciclovir - the simiiar prepam’uon_ |
y | Hydrochloride '_ of Valaciclovir |
1 Monohydrate working | * Hydvochloride
1 standard. - Monohydrate working |
1 i . standard.
IMevor I 1 PYeenexTp  noranands | He nposoanTsed f
_ MIAKO .!ID,Eiplt:aHt,Hmo. | I"?i'ﬁcne-i{*'rp'
| nopowky  talneTor  B.| . FIOTVIMHARHE  MIUIKO |
| 3ApiOHenoMy KaIo | IOApIOHEHOrs
CXAOPHIY. CHPECOoBAHOMY | NOPOIKY TAGHETOK B
B JHCK NOBHHEH | sHApIGHCHOMY Km0
" BLANIOBIIATH 34 KBOPHITY
HASBHICTIO MAKCHAMYMIB | L CHPECOBANOMY B JUCK |
THicnextpy aHAnOTIHHO BIANOBIAAC 38
| MATOTORACHOIO i: HAARHICTIO
| poGouoro  cTaHpapry | | MAKCHMYMIB
| Bazauuxaiesipy 1Y-cnexrpy
] . TIADOXSOPHIY | AHANOFTUHO
* | MOHOTLAPATY. NLIrOTORIEHOT O
! | poBodoro  CTaHpapty
; Bayanganoppyssss
v Frexanon o
| FI}IPL)‘U‘F ¥ ﬁ}ig‘?#“
:Lca@mﬁﬁga~:5~mmmmmmmmmm;~umwm“imthmwmhmJ%m i | MOty iﬁgﬁui
242 Industrial Estates, Sanath Nagar, Hyderabad-500 018 felatiya: ~g; India //:;é‘
T.+91 4C 25704925/ U5 tl’ S




HETERO LABS LIMITED
UNIT-HIH{E.O.U)

Factory L2272

Hyderalvad -

110104, Jeedirnetia;
5. Telangana, INDA.

5G4 0%

\)4“5’23 i 2_'1

7-2-02, Industrial eslat E':, hdﬂ_ﬁh *\}dﬂ ar. Hyderabad-500 018, Tetangana, india
T +81 &0 257

i Phone ;91 4C 23096171/ 72/ 73174
i
g fil“tiﬁﬁ‘aii‘ “\. l 0“&3*?23{}{5%& | Paged ot b |

S S e n;;{Eamm_fﬁﬂ,w_i_________‘___ o ) ,l LUTopinKa 4 3 ( o
I Se.No Test/ . Specification /flonyeruwi vewi Result /
1 Nealn | ToKasEK Seocti Release / ; Shelflife! ; PeryabTar |
i iw e e oo npmmtevesy o Ha TepwmUL P, pavTHoeTE R

3 - Water content '

{Bv KF, Not moie than 10.0% [ Not more than 12.0 % m/m | 84 % m/m -
Determimd onf.2gy mvm ] z :
" Bona (Merox | ' H
i K. ®iwepa, He 6imeiue 10:0 %mia He Otisine 12,0 % 1/ § 8.4 Y% MM
; BHIHAULHHE |
§ upuamsrz‘h uz §,2 r) : E
B P TN YO A TR TEINTIP . A e e g0 soraanear 1 - e i T i bt i
4 | Averagew cight 71750 mf_g 3% - _\1{}‘{ carried out N 726.62 me
; -(695.98 mg~739.02 mg) - i o
Cepeans Maca 71750 My 13% He npopoautben 726,62 mr
(07 695,98 mr o 739,02 |

: M)
8§ | Disintegration time | Not more than 30 | Notcarried out ! 18 Minutes 57
i § minutes. 1 Seconds
Poswajauns i He 6unwine 30 xsunun He nipopoanThea
] 118 xpunun ST cekyda
6 | Dissolution ; Not less than 80% (Q) Not legs than 75% (Q) of Tablet-1: 96 %
- of labeled amount of b fabeled amount of 1 Tabnerka-1
: Valaciclovir is dissolved | Valaciclovir is dissolved Tablet-2: 57 %
L in 30 minues: i 30 minutes. | Tabnerxa-2
. | | Tablet3: 95%
| Poranwenus _He"_'_ﬁ-i*e'ﬁm:8{)'%;'('(')}'. 1l He memn 75%{Q) sia ;zzﬁjaﬂ'w o
3A4BACHOTO BMICTY | 3A4BICHONC BMICTY 1 Tabnerka-4
Banaumiiosipy. - Bas1aliMKAOBIPY | Tablet-5: 96 %
PORYUHAETHCE DPOTAIOM | POBTHUHACTLCS e B neTia=9
| 30 xB. nporarom30 Xi. 1 Tablet-6: 97 %
" Tabperra-6
i %-_ﬁ.vemge; 06 %
SRR S G i A ';.E : i SRS S UL TR Eﬁﬂpeiﬁ{: —
.7 | Uniformity of Dosage

uaits | Acceptance value (L1)j Notcarried out

(By niass variation) { not more than 15.0

OAHOPIAHICTE + Hputimansse wneno {L1) | He nposoiutsed

! no3oBan¥x oxasAne | He Sinpwe 150

| (pmp:m}'m:mmw ¥

RArOBHE wenu}
8 Enantiomeric ?*ﬁrii}f
Impurity-R Not more than 3.0%
. Enanriopmepna. |
- smerora, Jlomimxka-R o Ntﬂ Ginbwe 3.0% o ~

9 | Related compounds | .,

Impurity - A Not worse than 0:5%m/m | Not more than §.5%m/mn 0.040 Y%sm/m

Impurity = B Not more than 2.0%m/m | Not moere than 2.5%m/m- | 1.240 "/fmﬁ'f m
| Corporgtinpurity <=C. ‘Not more than 0.3%m/m | Not more thap 0.3%m/m 1 0.10% % ﬁ’zf@jﬂ‘@
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Sr.No Fest /
. Y Floxastn KOGKOCTED

o s gms e e AR A

Release / Sheif-tife /. Poryanrar
fpH BHEYONY 3 maciepsid BPHIATHOCTE

1mpuriiy P \*m more th{m (}. S%m 17 Not more than (.3%m/in 1 0.040 %mfm.

| | Maxiimum "Sintr%f-: + Not more than g I

un}\nma n Impurity 0.10%m/m - Not more than 0. 10%m/m fé-'{};i}z{}' Yemim.
Total Impurities (bum of |

| i Related svibstances and

1 Enantionteric purity) | Wot more than 5:.0%m/m | Not more-than 5.5%im/m
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Cyiiposiai AomMiiKg |

Hominika-A + He Hinpue 0,5% [ He Binpere 0.5% 0.040 %
- Homiwka-B | we Ginnine 2,0% | He Giaplue 2.5% - 1.240 %
JHomika-C 1 ge Olnnme 0,3% 1 e Ginbuie 0,5% 0.100 %
+ JHomimxa-P we Ginpme 0.3% | ne Binsine 0,3% 0.040 %
- Maxcuwuwaneta |
1 QARHUNHE

' HelAeHTHGIKORAHA i | |
| IOMIIKA He Ginpue 0,10% e Bubie 0,10% 1 0.020 %
CyMa IOMINOK (B TOMY | )
GUCHT BEHadTioMepHy | |
PUBCTOTY ) He Giapue 3.0% . | webiwues % | 3.040.%
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18 | Assay %
- Valaciclovir (mg) 147500 - 525.00 mg 149610 mg
(%) Labeled amount 1950 % ~105.0 % 199.2%

Kiiskicke BusnaMenug
Bagannxroeip. (M) 475,00 -525.00 vr 1.466,1 0 ur
| safBiSHa KineKkicTs (%) 195, 0 %— 105, i} % S L 989%

e o ta R e e T S— et N

PR R IR P AT XY

P11 M;cmbmieﬂlmi ;
cxamination
Total aerobic microbial N
Teount (TAMC) | Nat miove than 1000 cfuper g ] less than 10 cfiuperg
Total combined yeast
+and moulds count _-
: H{TYMO) 1 Neot wiore thian (00 cfu p
| Test for specified +
" Microorganisms :
| Escherichia coli 1 Should be absent per 1 § --:.-_
i | MirpobGionoriusna | 2
IMHETOTA
| JaranpHa KUIBKICTE
g DKUTTEZAATHHX deDﬂHﬁX :
A4 | MIKDOOPIaHizMIB [
g (TAMC) ye Guibwe 1000 KYO/r
| JaraneEa KL KiCTE |
gAICeHeBUX 1 o
| ilpi}I{_.,’I}I{DBHK', rpubin we Binsuie 100 KVO/F
] Cnrp{}rfgtg L N i
Lt oo st st Eatir o SoprisiEie bbb ra e G 908 St phm H iy - e
T +OT 40 257049235 1 25

Less than 10 cfuperg

o Ay e, -

. Absent perg
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I hereby certify thar the.above informeiiob is authentic and accurate. This baich of product his been manifactured,
abovementioned site In full compliance with the GMP
The batch

including packaging/labeling .and quality control at the
Fequirements of the

S e

requirements

L BiAnoRIAAC BUMOTaM

MKAH

e R T L R — S

Shotild cortespond to the MQC requirements . Corresponds to the MQU
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requirements
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local Regulatory Authority and with the specification availabie in FeISIFAton dossier.

processing, packaging and analysis recordswere reviewed and found o be in compliance with GAMP.
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rerocaat CIATP, Gemanoeaoiions ACHUGH eIV PRUM OPRGIOAL, G HIEQK GiCIGc o O
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Pasition of person authorisinig the batch release | Sr. Manager QA
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Film-coated tablets 500 mg
rabuer KH, m:pm‘; ﬁJHBE.ﬁB{}H} ﬂﬁﬂ*!ﬁiﬂ(?{}!{} 1o ”%0{} M

el e A

C e p——— et

1 tablet contains Valaciclovir 500 mg {d‘w valaciclovir h}fﬁiwch}@ride}

- 1 rafizeria micTiTe 500 wir sasaguxaosipy (¥ surasil BaIaAHHKIORIDY
vipexaepeayy
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L yKDaRIECH KO MOBOK,

......

Man &if.acturer name:
Hasivenysaunn s podn

g

Hetem i abs Lmzited Wan. License MNo.:
- Bup. sginensis Ne:

HRA: j Ierepo Jlaba Jlisirei

]
i
f 22/ RR/AP2001/F/R

T e s L B

1 Lecation:
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: Onir IH, @Opﬁﬂ’ﬁf‘:ﬁﬂili'ﬂﬂﬂ’i“ No 22 - 110 TAA, JDkuaivmeriaa, Xafixepaban, 500 955

Unit L{L, Formulation Plot No 22 - 110 IDA, Jeedimetla, mdemhm 500 055
Telangana, India
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722-82, induistris] Estates. S
T+ 40 23704923 / 25

s
j Cﬂm?usmn on Eht‘f conﬁrmaium of 'the conditions for the ‘
; production of medicinal products in accordance with the ! ifalitiit}f' 5 _
1 reqguirements of the GMP No.: . 44972023/C-885 0L, 107122024
© Bienosok 01040 MATBLPEKCHE YMOB BHPOGHHTITES AIRAPCHKHX | TEpRTIRL AT
1 sacofin, punmoray HBIT No: e T D S :
A
Analysis procedure resulés
| Pe3yanLTaTh RpoBeACHET SHAN3Y
f SO —— e i e e A S -
Sr Nol Test / ‘@pm: %{,dﬁi}ﬂ :iumeum:mtm S Result /
Ne/n] THowzasaui sxoecti Release / | Shelf-life / | Pesvaprar
EERS R b apwsEayoRy ] HA RO OpUARTHOCT B e
1 Behgrgpﬂ(}n White to off- white, fim coated, caplet ; Off-white, film coated, cdp!a’f ‘ahﬂ{ki‘}tl
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
i
Orrase _' __'Kagcyﬁof;o'ﬂ;ifip;i  tabreTKH 6i1€}m abo ;‘ Kamovonomdui  tabaend Malxe.
© MaioKe BINoro Koasopy, BKPHTI MTIBKOBOIO | GinOre KONHODY. BKDUTI IDIBKOBOI
L OBONOHEOIO, 3 HATIHCOM «V» 3 oaHoro Goky | 0BOROHKCIO 3 HANKCOM «V» 3 OJHOTO |
o . 1 «S00» 3 IHdore DoRY. L Gorv 14500 3. 1Hmero DOKY.
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2 Identification

; 2.1 |HPLC Method " The retention time of the
z major  peak
: i chromatogram

i sample.

should corréspond to that !

i the chromatogram of
? the staiidard preparation,

as obtained inthe Assay. |
| iMeton BEPX | Ha xpomarorpanis

HOCHI Y BEHOTO
| posumiy Hac
| YTPHMYBRHHH
OCHOBHOTO NIKA Mac
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| | YTPHMYBARHS 111Ky Ha
| XpoMaTorpamax

; CTABAAPTHOro PO3HUHY,
; 1 | OTPUMAHUX B POz
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; | BU3HAHSHHSEY.
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2.2 |UV Method
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| preparatiof
exhibit maxima at the

Curdled

precipitate should form ¢
{ with
solution. The precipitate .

should dissolve easilv in |
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préparation

R

Certificate No.t |
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HETERO LABS LIMITED.
WUNIT-T {E.O.U)
Factory : 22:N%, 154, Jeedimatia,
Hyderabad - 500 055, Telangana, INDIA
Phone : +91 40 22096171/ 72/ 75/ 74
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. He fpoBOaHTHOS

i A A

NP e

i sample
carresponds

1 the
1| preparation,

" Ha
{PO3YUHY

1 GCHOBHOIO
1 abiracThcy

¢ e L R R ——— L S e

| posaial

e v e s

The UV absorption

of  sample

should

spectrum

same wavelength as that

of standard preparation.
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« K inbKICHS
{ BUSHAUCHHAY
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