
CERTIFICATE OF ANALYSIS 
CEPTHWHKAT AHA.JIH3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo,n;yKT: Ue-rpHH® Ta6neTKH, IIOKObITLie IIJiettoqttoil: o6onoqKoil:, 10 Mr 

Market/ PLIHOK : Russia / Poccrur 

Batch No./ 
B2503103 

Batch Quantity / 
955 KG I 955 Kr 

Cepusr .N! 
: 

PaJMep cepuu 
: 

Analytical Report No. / 
: 2002FP25002516 

Date of Analysis / : 06-11-2025 
AuaJIHTnqecKuii OT'leT .N'! ):(aTa auaJiuJa 
Date of Manufacture / 

16-10-2025 
Date of Expiry / 

30-09-2028 
):(aTa IIPOH3B0)];CTBa 

: 
ro.n;eu,n;o 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)];CTBeHHaH : 63/RRIAP/96/FIR 
HoMepPY 

: JIII-N!!(005456)-(Pr-RU) 
JIHUeH3HSI .N'! 
Analysis performed according ND:/ AuanuJ npose,n;eu no H):(: JIII-.N!(005456)-(Pr-RU)-150524 
Labelinl!: and artworks approved:/ MapKuposKa u MaKeThI YTBep:itmenhl: 17.02.2025 

Test I IloKaJaTeJib Result/ PeJyJILTaTbI Specification / HopMa 
1 Description / Onucauue White coloured, round, biconvex film White or off white coloured, round, biconvex 

coated tablet with a breakline on one film coated tablet with a breakline on one 
side. White core on cross section. / side. White to off-white core on cross section. 

Identification/ 
Hneun,qnucauun 

HPLC /B3)1{X 

KpyrJILie MJO.RKOBLinyKJILie Ta6JieTKH, 
IIOKpbITLie IIJieHOqHoil: o6oJioqKoil: 
6enoro UBeTa, c pHCKOM Ha O,ll;HOM 
cTOpoHe. Ha rrorrepeqttoM pa3pe3e -
n.n;po 6enoro QDeTa. 

/ KpyrJIL1e MJO.RKOBLinyKJILie rn6neTKH, 
IIOKpLITLie IIJieHoqHoil: o6onoqKoil: 6enoro 
HJIH noqn1 6enoro UBeTa, C pHCKOM Ha O,ll;HOM 
CTOpOHe. Ha rrorrepeqHoM pa3pe3e .R)];pO OT 
6enoro no rroTJTH 6enoro UBeTa. 

The retention time of the main peak in thelThe retention time of the main peak in the 
chromatogram of test solution comply chromatogram of test solution should comply 
Kvith the retention time of the main peak with the retention time of the main peak in the 
m the chromatogram of Cetirizine chromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standard reference standard solution (section "Assay")./ 
solution. I BpeMH y,n;ep:arnBaHrur ocHOBHoro IIHKa Ha 
BpeM.R y,n;ep)KIIBaHrur OCHOBHOro IIMKa HaDCpOMaTOrpaMMe HCIIbITYeMoro pacTBop~ 
xpoMaTOrpaMMe HCIIbITYeMoro pacTBopa:,a;oJI)KHO COOTBeTCTBOBaTL BpeMeim 
COOTBeTcTByeT BpeMeHH y,n;ep)KIIBaHMHy,n;ep)KIIBaHIDi OCHOBHOro IIHKa Ha 
0CHOBHOro IIHKa Ha xpoMaTorpaMMexpoMaTorpaMMe CTaH,n;apTHOro pacTBopa 
cTaH.n;apTttoro pacTBopa ueTHpH3HHaueTHpH3HHa rn,n;poxnopH.n;a (pa3,n;eJJ 
rn,n;poxnopH,n;a. «KoJil{qeCTBeHHOe orrpe,n;eneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpm,1e'laHne: IIpo.l()'KT cooTBeTcTByeT -rpe6osaHH.RM H,Zl; 3aK.rno<teuue: O.r(OBPEHO 

Prepared by / Checked by / Ilposepetto: Checked by (AQA) / Approved by: Quality 
Ilo,n;roToBJieHo: N .V. Krishna- Quality IlposepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Amo! Ashokrao Rakshale- O,n;o6peHo: O6ecrreqeHHe 
Team Member Quality Assurance-Team Ka"<!eCTBa!OTBeTCTBeHHOe JIHUO: 

t&-- t Member rl S. Haneef- Q!'f,lity Assurance- Team 
Member 

joate J,n;arn: 0 b.--i' r--1P irJ loate J,n;arn: ~t;:, ..,.\l"-'tt> ~ .. I Date J,n;arn: 
- 0£---1/ ~''lPL-~ I oG.--fl ...,1,0iA Date/ll,ara: 



Dr.Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPTll<l>IIKA T A.HA.Jlll3A 

Product: Cetrine film coated tablets, l O mg 
Ilpo)lyKT: QeTJ)JUI® Ta6JTeTKH, TIOlmhlTbJe JlJieHoqHott 06ono11l<OH, 10 Mr 
Market / PLIHOK : Russia / PoccIDJ 

Batch No./ : B2503103 Batch Quantity / 955 KG I 955 Kr 
Cepmr .N"!! Pa3Mep cepHH 

: 

Analytical Report No. / 
: 2002FP25002516 

Date of Analysis / 
: 06-11-2025 

AuaJIHTH'leCKHH OT'leT N!! .l(aTa aHaJIH3a 

Date of Manufacture / 
16-10-2025 

Date of Expiry / 30-09-2028 
.l(aTa DPOll3BO)J.CTBa 

: 
ro,D;eu,no 

: 

Mfg. License No. / 
MA number:/ 

IlpOH3BO,D;CTBeuuaH : 63/RR/AP/96/F/R 
HoMepPY 

: Jill-N2(005456)-(Pr-RU) 
J1HlleH3HH .N°!! 

Analysis performed according ND:/ Auanu3 npoee)leu no H.l(: Jll1-N!!(005456)-(Pr-RU)-150524 
Labeline and artworks approved:/ Map1cupoeKa H MaKeTbl vrBeJ>~euLr: 17.02.2025 

UV- spectrophotometry / Complies / CooTBeTCTByeT rrhe UV-spectrum of the test solution and the 
Y<l>-cTieKTpOq>OTOMeTpIDI Cetirizine Hydrochloride reference standard 

solution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm./ Y<I>-cneKTpbl nornomenIDJ Hcflb1ryeMoro 
pacTBopa H CTaH,D;apTHOro pacTBopa 
QentpM3HHa rni:q,oxnopH.na e o6nacTH OT 200 
JI.0 400 HM ,D;OJDKHI,I HMeTI, MaKCHMYMI.J 
nornomeHIDI npH O,D;HOH H TOH )Ke ,D;JIHHe 
BOJIHhl c 11.onycTHMI,IM OTKJIOHeHHeM ± 2 HM. 

~ Water content/ Not more than 8.0% / 
Co,D;ep,icauue BOJILI 3.2%/3,2% He 6onee 8,0 % 

~ Uniformity of dosage units I Acceptance value (AV) should be not more 
O)).HOpO,D;HOCTb )l03Hp0BaHHblX 5.3 I 5,3 than l5.0 I fIOKa3arem, npHeMJieMOCTR (AV) 
e)J.HHHll JJ.OJDKeH 6h1Tb He 6onee 15,0. 

5 Dissolution / PacTeopeuue !Not less than 80% (Q) of the labeled amount 
of C21H2sClN203 • 2HC1 ( cetirizine 

100%, 99%, 98%, 97%, 97%, 99%. 
dihydrochloride) after 30 min. / He MeHee 
80 % (Q) OT HOMHHaJTI,HOro COJI.ep)KaHIDI 
C21H25CIN20 3•2HC1 (QeTHpH3HHa 
~llTHilUOXJIOPlfJI) qepe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
OpnMe'lauue: [Ipo.ayKT cooTBeTcTByeT Tpe6oeaHIDJM H,ll; 3aKJ11011eHJie: O.l(OliPEHO 

Prepared by / Checked by / IlpOBepeHo: Checked by (AQA) / Approved by: Quality 
Ilo.D;rOTOBneHo: N.V. Krishna- Quality TipoeepeHO (AOK): Assurance/Authorized person/ 
D. Latha - Quality control- control- Team Member Amo) Ashokrao Rakshale- 0.a:o6peHo: 06ecneqeHHe 
Team Member Quality Assurance- Team KalfeCTBa/OTBeTCTBeHHOe JIHQO: 

W-- k Member 
n/ 

S. Haneef- ~ality Assurance- Team 
Member __, 

Date l,[(ara: Ob ....--l f--1i' ½"f1Date /,[(aTa:t:ib"'""-' ~l'b 't,r' lnate /,lJ;aTa: Q ~ ,-ii ,...--ty(J'l.A J Date /J:(aTa: 0G--(l .-1,o2-s 



Product: Cetrine film coated tablets, IO mg 

CERTIFICATE OF ANALYSIS 
CEPTH~HKAT AHAJJH3A 

IlpOAYKT: Uemm1® Ta6Jie1'KM, nOKPbl1'h!e IIJieHO'IHOM 060.rrocrKo«, 10 Mr 
Market/ PLIHOK : Russia/ PoccIDJ 

Batch No./ B2503103 
Batch Quantity I 955 KG I 955 Kr : : 

Cep1m.N'!! PaJMep cepmt 

Analytical Report No. / 
: 2002FP25002516 

Date of Analysis / 
: 06-11-2025 

AuaJIHTH'leCKHU OT'leT .N'!! .l{aTa auaJIHJa 

Date of Manufacture / 
16-10-2025 

Date of Expiry / 30-09-2028 : : 
.l{aTa np0H3BOACTBa roAeH AO 

Mfg. License No. / 
MA number:/ 

IlpOH3B0,QCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-}4"2(005456)-(Pr-RU) 
JIHQeUJHSI .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,z:i;eu no 11.l{: Jill-N!!(005456)-(Pr-RU)-150524 
Labeline: and artworks aonroved: / MapKHPOBKa u MaKeTbl yreep»meub1: 17.02.2025 

6 Impurities/ IlpnMecu 
Not detected/ He o6Hapy)KeHa 

Impurity A/ 
IlpHMeCh A Less than LOQ (LOQ = 0.010%) / HIDI<e 

purity BI npe;:i:eJia KOJilfllecTBeHHoro onpe;:i:eJieHIDJ 
IlpHMech B (IIKO = 0,010%) 
Impurity C / 

pHMech C ot detected I He o6Hapy)KeHa 
Impurity D / 

p1rnecb D ot detected / He 06Hapy)KeHa 
mpurity EI 
pHMech E Less than LOQ (LOQ = 0.023%) / HIDI<e 

ImpurityF / npe;:i:ena KOJllfllecTBeHHoro onpe;:i:eneHIDJ 
IlpHMecb F (IIKO = 0,023%) 

ny individual unidentified ot detected / He o6Hapy)KeHa 
impurity / JI106rui: eJ:(HHlfIIHruI 
HeHJ:(eHTmpHII:HpOBaHHruI npHMeCh 0.07% /0,07% 

otal impurities / 
CYMMa npHMeceii: 

0.1% / 0,1% 

Remarks : The Product confirms to ND/ 
IlpirMe11ae1,re: IlpoJzyKT cooTBeTcTayeT Tpe6oea1nufM H.D: 

Prepared by / Checked by/ IlpoaepeHo: Checked by (AQA) / 
Ilo,nroToBJieHo: N.V. Krishna- Quality Ilpoaepeuo (AOK): 

ot more than 0.2 % / He 6oJiee 0,2 % 

ot more than 0.2 % / He 6oJiee 0,2 % 

ot more than 0.2 % / He 6oJiee 0,2 % 

ot more than 0.2 % / He 6oJiee 0,2 % 

ot more than 0.2 % / He 6oJiee 0,2 % 

ot more than 0.2 % / He 6onee 0,2 % 

ot more than 0.2 % / 
He 6onee 0,2 % 

ot more than 2.0% / 
He 6onee 2,0% 

Conclusion : APPROVED I 
3aKJit011eHue: O,ll;OliPEHO 

Approved by: Quality 
Assurance/Authorized person/ 

D. Latha - Quality control- control- Team Member Amo! Ashokrao Rakshale- O.no6petto: O6ecne11eHHe 
Team Member 

t 
Quality Assurance-Team Kaqecrea/OTBeTCTBeuuoe nmi:o: 

'-&r-, Member ~ S. Haneef- Qir lity Assurance- Team 
Member 

lnate /,n:aTa: oc.---t ,--v ~IDate /,l];arn: E)G,..-\t'<l t) 1r- llnate IJJ.aT_a: oG --ii ...- 1,,0 '1 ?1 Date/,n:aTa: 6 6 ----[ I ,---~ 2.J 



·or.Raddy's ~f• CERTIFICATE OF ANALYSIS 
CEPTll«l>IIKAT AHAJlll3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.r.yKT: UeTpHH® rn6neTKH, IIOKPbITbie IIJietto-'!ttoil: o6onff'IKOil:, 10 Mr 
Market I PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503103 

Batch Quantity / 955 KG I 955 Kr : : 
Cepm1 .N!! PaJMep cepuu 
Analytical Report No. / 

: 2002FP25002516 
Date of Analysis/ 

: 06-11-2025 
AttaJIHTH'ICCKHii OT'leT .N'!! .ll;aTa auaJIHJa 
Date of Manufacture/ 16-10-2025 

Date of Expiry / 30-09-2028 
)laTa npoHJBOJI.CTBa 

: 
ro.i.eu.r.o 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOJI.CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N!!(005456)-(Pf-RU) 
JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe.r.eu no H)l: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labelinl! and artworks approved: / MaPKHPOBKa u MaKeTLI VTBep~enhl: 17.02.2025 

7 Assay / KoJIH'leCTBenuoe Not less than 9.0 mg and not more than 
onpe.r.eJienue 11.0 mg C21H25CIN2O3·2HCl (cetirizine 

dihydrocblor.ide) in tablet (between 90,0 % 
9.96 mg I 9,96 Mr and l lO,O % of label claim). / OT 9,0 Mr JI.O 

99.6% I 99,6% 11 ,0 Mr C21H2sCIN2O3 ·2HCl (ueTHJ>H3HHa 
IDJint)lpoxnopim) B Ta6neTKe ( OT 90,0 % JI.O 
1 10,0 % OT HOMl!HaJibHOro co.u.ep:>KaHIDl). 

8 Microbiological purity* I 
MnKpo6HOJIOrH'leCKaH 
~HCTOTa* 
a) Total aerobic microbial count I Less than 10 CFU/g / N'ot more than 1000 CFU/g / 
O6rn;ee 'IHCJIO a3p06HbIX Mettee 10 KOE/r He 6onee 1000 KOE/r 
MHKpOOpraHH3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g I 
tmould count / O6rn;ee 'IHCJIO Mettee 10 KOE/r He 6onee 100 KOE/r 
µ:i,pm10KeBbIX H IIJieCHCBbIX rpH60B 

c) E.coli Absent in lg/ OTcyTcTByeT B Ir Shall be absent in 1 g / OTCYTCTBHe B 1 r 
9 Subdivision of tablets / Complies / CooTBeTcTByeT The tablets comply with the test, if not more 

ilJ:eJieuue Ta6JieToK than 1 individual mass is outside the limits of 
85 % to 115 % of the average mass. The 
tablets fail to comply with the test, if more 
than 1 individual mass is outside these limits 
or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass. I 
Ta6JieTKH COOTBeTCTBYJOT Tpe6oBattIDIM, eCJIH 
He 6onee 1 e)];HttH'lttM Macca OTKJIOIDieTC.sI 3a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHUe: Ilpo,eyKT COOTBeTCTByeT Tpe60BaHIDIM H,D; 3aKJIIO<teuue: O)lO:liPEHO 

Prepared by / Checked by / IlpoBepetto: Checked by (AQA) / Approved by: Quality 
IToD,roToBJieao: N. V. Krishna- Quality IlpoeepeHO (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Amo! Ashokrao Rakshale- 0 D,o6petto: O6ecrre<tettHe 
Team Member Quality Assurance- Team Ka<teCTBa!OTBeTCTBettttoe JIHQO: 

4s1--- 1 Member ·r/ S. Haneef- Qu1~ ity Assurance- Team 
Member _ 

lnate /,lJ;aTa: <J t, ..--fr--!.P "rflnate t/1,arn: t!:,..-\\ .. 'l_b 'Mr- llnate /,D;an: 0 , ,. n .~'},l\11.-5 I Date /,lJ;aTa: OG ,.-tt ...-io2--) 



CERTIFICATE OF ANALYSIS 
CEPTHcf»HKAT AHAJIH3A 

Product: Cetrine film coated tablets, IO mg 
IlPOAYKT: Uenmtt® Ta6JJeTKH, noKD1,m1e mieHoqHoii: 06ono•:r1<0H, IO Mr 

Market/ PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503103 

Batch Quantity / 
955 KG I 955 Kr 

Cepm1.N'!! 
: 

Pa3Mep cep1m 
: 

Analytical Report No. / 
: 2002FP25002516 

Date of Analysis / 
: 06-11-2025 

AHaJIHTH'leCKHii oT'leT N!! )I:aTa auaJiu3a 

Date of Manufacture / 
16-10-2025 

Date of Expiry / 
30-09-2028 

.11:aTa DPOH3BO,!lCTBa 
: 

ro,a:eH,!lO 
: 

Mfg. License No./ 
MA number:/ 

IIpOH3B0,!lCTBeHHaSI : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N2(005456)-(Pf-RU) 
JJIU,leH3IISI .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,a:eu no H,L(: Jill-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MaPKHPOBKa u MaKeTLI ynsep~eHLI: 17.02.2025 

npe.aem,I 85%-115% OT cpe,l.{Hei1 Macc1,1. 
Ta6neTKH He COOTBeTCTB)'K)T Tpe6oBaHW!M, 
ecm, 6onee qeM l KH)l.}lBHJJ.Yam.HaH Macca 
OTKJIOHJl.eTCR OT 3TMX npe,l\eJIOB Hmf, eCJTH I 
HHJl.HBR,!l)'MLHaSI Macca OTKJIOW!eTCSl 3a 
npeJJ.e.m,I 7 5%-125% OT cpe,11,ReH MaCCb.l. 

JO rackage / YnaKOBKa 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2 
blister. 3 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton. / Ilo 10 Ta6neTOK B a carton./ 
IIBX/II,[U3X/ /amoMHHHeBOM 6JIHCTepe. Ilo 10 Ta6neTOK B 
Ilo 3 6JIHCTepa BMeCTe c JIHCTKOM- IIBX/II,[U3X//amoMHHHesoM 6nucTepe. Ilo 2 
BKJia,1\1,ImeM yrra1<0Bam.1 B rraq1<y lfJUI 3 6JIHCTepa BMeCTe c JIHCTKOM-
KapTOHH)'Kl. BKJla.!lhtIDeM yrraKOBam.I B rraqey KapTOHH)'Kl. 

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent 
from the Company's certificate of analysis. / IlpoBO,!IJITCH rrpOH3BO,!lHTeJieM rrpu BL1rryc1<e rrepHO.ZJ.IfqeCKH: ,!lJIH Ka)K.ZJ.Oii: 20-oii cepHH 
HJIH He MeHee I pa3a B ro.ZJ.. IlOKaJaTeJII, MO)KeT 6LITh He BKJOOqeH B CepTHq>HKaT aHaJIH3a qmpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
1Ip11Me<1au11e: IIpo.rzyKT cooTBeTcTByeT 1J)e6oBaHIDIM H.D: 3aKJIJO'feHHe: O)I:0:6PEHO 

Prepared by / Checked by/ IIpoBepeHo: Checked by (AQA) / Approved by: Quality 
IIo,11.roTOBJieHo: N.V. Krishna- Quality fiposepeRO (AOK): Assw·ance/ Authorized person I 
D. Latha - Quality control- control-Team Member Amol Ashokrao Rakshale- O.ZJ.06pe110: O6ecrreqeHue 
Team Member Quality Assurance- Team Ka'ieCTsa!OTBeTCTBeHHOe JIHIJ:O: 

~ ~ Member r/ S. Haneef- Q~l lity Assurance- Team 
Member 

IDate l,n:arn: O(, ....{i --V'l-1_.IIDate t,n:arn: ~b--t\.:-\\ ~...- IIDate t,n:aTa: 0 6 ~I I ,., 'II° 0""1 Date t,n:aTa: ab,---{\ ~Lcl-J 



CERTIFICATE OF ANALYSIS 
CEPT:U<l>HKAT AHAJIII3A 

Product: Cetrine film coated tablets, IO mg 
Ilpo,!J;yKT: U:eTPmI® Ta6JieTKH, IIOKObITble IIJieHoqHoH o60JIOqKoii:, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503103 

Batch Quantity / 
955 KG I 955 Kr 

CepnH .N'!! 
: 

PaJMep cepuu 
: 

Analytical Report No. / 
: 2002FP25002516 

Date of Analysis / 
: 06-11-2025 

AttaJIHTuqecKun oTqeT .N'!! )laTa auanuJa 

Date of Manufacture / 
16-10-2025 

Date of Expiry / 
30-09-2028 

)laTa DJ)OH3B0)],CTBa 
: 

ro)],eH)],O 
: 

Mfg. License No./ 
MA number:/ 

flpOH3B0)],CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N!!(005456)-(Pr-RU) 
JIHUeHJHH .N'!! 
Analysis performed according ND:/ AuanuJ npoee)],eu no H)l: Jlll-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MapKupoeKa u MaKeTbl VTBep,rmeuhl: 17.02.2025 . 

API name /HauMeuoeattue ACl>C: Cetirizine dihydrochloride / UeTHPH3mia .IUITHDDOXJIOPH.ll 
INN/MHH: Cetirizine / UeTHPH3HH 
API manufacturer batch number / BT00-25041 
HoMep cepuu npouJBO.ll:HTeJIH ACl>C: 
FP Manufacturer API Batch number/ FBSA00206 
HoMep cepuu cv6cTaHIJ,HH DJ)OH3B0)],HTeJIH r JICI>: 
API Manufactured by & country / Glochem Industries Private Limited, India / 
IlpouJeo,!l;nTeJIL ACl>C, cTpatta: fnoxeM l1H.ll:aCTPHec IlpaimHT JlHMHTe)],, l1H.ll:IDI 
Nome, oddrc33, outhori:r:otion No for Fr numufodul'ing fommlntion Tech Op" II, E,w·vcy No. 42p, 4J, 44p, 45p, 4Gp, 
site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal 
HauMeuoeauue, a,!l;pec, nuu,euJHH ,!l;JIH Malkajgiri Distrist- 500090, Telangana State, India (license No 
IlpOH3B0)],CTBeHHaH DJIOIIJ,a)],Ka / IlJioIIJ,a)],Ka KOHTpOJIH 63/RR/AP/96/F/R). I IlpomBO.ll:CTBeHHoe IIO,ll;paJ.!1:eJieHHe-11, 
KaqecTea / IlnoIIJ,a,!l;Ka BLrnycKa YqacTKH .N!! 42p, 43, 44p, 45p, 46p, 53, 54 11 83, EaqyrraJIJIH 

BHJIJia,!J;)K, EaqyrraJIJIH Matt,!l;aJI, Me~an ManaKa,!J;)KrnpH 
,ll;HCTPHKT- 500090, mTaT Tenattratta, 11H.ll:IDI (JlHu,eH3IDI .N!! 

63/RR/ AP/96/F /R). 
Declaration of certification: «I 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(s) in full compliance with the GMP 
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing 
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with 
Good Manufacturing Practice of the Eurasian Economic Union is established». 
3aKJUOqettue O COOTBeTCTBHH: «HaCTOHIQHM H IIO)],TBep)K,!l;aJO, qTo rrpHBe)],eHHaH Bbime HH<pOpMaIJ,IDI HBJIHeTCH )],OCTOBepHOH H 
TQqHoH. 3Ta cepHH IIpOJJYKD.HH IIpOH3Be)],eHa (BKJIIOqaH ynaKOBKY (MapKHpOBKY) H KOHTPOJII, Kaqecrna) Ha BblmeyKaJaHHOH 
IIpOHJBO)],CTBeHHOH IIJIOID;a)],Ke (IIJIOID;a)],Kax) B IIOJIHOM COOTBeTCTBHH C TPe6oeaHHHMH IlpaBHJI Ha,!l;Jle)Kameii: IIpOH3B0)],CTBeHHOH 
rrpaKTHKH EepaJHHCKOro 3KOH0Ml{qeCKOro COI03a H TPe6oeaHHHMH KOffTPOJIH Kaqecrna JieKapcTBeHHbIX cpe,!l;CTB, a TaK)Ke B 
COOTBeTCTBHH co crreu.ncpnKalJ,HHMH, CO,!l;ep)Kalll;HMHCH B perHCTPaD.HOHHOM )],OCbe CTPaHbI-HMIIOpTepa. 3aDHCH no rrpOH3BO)],CTBY, 
ynaKOBKe n aHaJIHJy rrpoBepeHbI, n ycTaHOBJieHO MX COOTBeTCTBHe TPe6oBaHHHM IlpaBHJI Ha,!l;Jle)Kameii: IIpOH3BO)],CTBeHHOH 
rrpaKTHKH EBpa3HHCKOro 3KOH0Ml{qeCKOro COI03a». 
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