
' •·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.11,yKT: UeTp1-rn® Ta6J1eTKH, noKpbITbie nJ1eHOLfHOtt 060J10LfKOtt, 10 Mr 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
B2503481 

Batch Quantity / 
955 KG I 955 Kr 

CepuH .N"2 
: 

PaJMep cepuu 
: 

Analytical Report No./ 
: 2002FP25002736 

Date of Analysis / 
: 30-11-2025 

AnaJJHTH'lecKnii 0T'leT .N"2 llaTa anaJJnJa 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 
31-10-2028 

llaTa npou1so.11,cTsa 
: 

ro.11.en .11,0 
: 

Mfg. License No./ 
MA number:/ 

IIpOHJB0.11,CTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: Jlfl-NQ(005456)-(Pf-RU) 

JJHUeHJHH .N°! 
Analysis performed according ND:/ AnaJJHJ npose.11,en no Hll: JIII-.N"2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa u MaKeTbI VTBeo~enbt: 17.02.2025 

2 

Test/ IloKaJaTeJJb 

Description/ Onucanue 

[ dentification / 
11.11.enTmJm Ka um1 

HPLC / B3)KX 

Remarks : The Product confirms to ND/ 

Result/ Pe1yJJbTaTbI Specification/ HopMa 
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. 
Kpyr Jlble .11,BOSIKOBbinYKJlbie Ta6J1eTKH, 
noKpbITbie nJ1eHOLfHOtt 060J10LfKOtt 
6eJ1oro ueeTa, C pHCKOH Ha 0.11,HOH 
cTopoHe. Ha nonepe'IHOM pa3pe3e -
ll)lpo 6eJ1oro useTa. 

/ Kpyrnbie )lBOSIKOBbinYKJlbie Ta6J1eTKH, 
noKpbITbie nJleHOLfHOH o60J10LfKOH 6eJ1oro 
HJlH nOLfTH 6eJ1oro UBeTa, c pHCKOH Ha O)lHOH 
CTOpOHe. Ha nonepe'!HOM pa3pe3e Sl)lpo OT 
6eJ1oro )lo nOLfTH 6eJ1oro useTa. 

!The retention time of the main peak in thdThe retention time of the main peak in the 
chromatogram of test solution compl~chromatogram of test solution should comply 
with the retention time of the main pea~wi th the retention time of the main peak in the 
in the chromatogram of Cetirizine.chromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standardreference standard solution (section "Assay"). I 
solution. I j8Pe rn yJlep)KI,rnaHHS1 ocHOBHoro nwKa Ha 
BpeMSI y)lep)KHBaHHSI OCHOBHOfO nHKa Ha;xpoMaTorpaMMe HCflbITyeMoro paCTBOpa 
xpoMaTorpaMMe HCnbnyeMoro paCTBopalnomKHO COOTBeTCTBOBaTb epeMeHH 
COOTBeTcTByeT BpeMeHH y)lep)KHBaHHS11y)lep)KHBaHHSI OCHOBHOrO nHKa Ha 
OCHOBHOro nHKa Ha xpoMaTorpaMMf xpoMaTorpaMMe CTaH)lapTHOrO paCTBOpa 
CTaH)lapTHOro pacTBopa ueTHpH3HHElue-rwpW3HHa rH)lpOXJlOpH)la (pa3)leJ1 
rH)lpOXJlOpH)la. <<KOJl J,!LfeCTBCHH0C onpe)leJleHHe» ). 

Conclusion : APPROVED I 
IlpuMe'lanue: TipoJlyKT cooTBeTcTeyeT Tpe6osaHHllM H.U 3aKJJIO'leuue: OllOliPEHO 

Prepared by / Checked by/ TipoeepeHO: Checked by (AQA) / Approved by: Quality 
flO)lfOTOBJleHo: D. Latha- Quality control- TTposepeHo (AOK): Assurance/ Authorized person / 
8. Satyanarayana - Quality Team Member V. Prashanth- Quality O)lo6peHo: O6ecneLfeHne 
control- Team Member 

41--
A urance- Team Member KaLfeCTBa/OTeeTCTBeHHOe JlJ,!UO: 

~ ~ \ruD 
S. Haneef- Q)~. li ly Assurance- Team 
Member _......, 

joate /.Ll,ara: .3o--f/,.... ~ IDate /Jla-ra: ,3.o-f1-}..P~1 Date /Jla-ra: 30---I \,..~ Date / .Ll,arn: ~o-\ l ~7-5 



• ' •·· Dr.Reddy's ~;• 
CERTIFICATE OF Al"\JAL YSIS 

CEPTU<l>UKAT AHAJIU3A 

Product: Cetrine film coated tablets, 10 mg 
Opo.11yKT: Ue-rp1rn® rn611eTK11 n0Kpb1Tb1e nneH04HOH 06ono•1Koi1, 10 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
B2503481 Batch Quantity / 955 KG I 955 Kf 

Cepm1 N2 
: 

Pa3Mep cepuu 
: 

Analytical Report No./ 
: 2002FP25002736 

Date of Analysis / : 30-11-2025 
AnaJJHTH'leCKHii oT11eT N2 .l(aTa anaJJH3a 
Date of Manufacture / 

10-11-2025 Date of Expiry / 31-10-2028 
1J,aTa DPOH3BO,llCTB8 

: 
fo.uen .110 

: 

Mfg. License No./ 
MA number:/ 

0 p0H3B0.1lCTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: JITT-NQ(005456)-(Pf-RU) 
JJHQeH3HH N2 

Analysis performed according ND:/ AuaJJH3 npoee.uen no H,U: JITI-N2(005456)-(Pf-RU)-150524 
Labeling and artworks approved:/ Maptc11poetca H MaKeTbl YTBePlK'JlCHbJ: 17.02.2025 

UV- spectrophotometry / Complies / CooTBeTCTBYeT 
Yct>-cneKTpo¢0ToMe-rp11S1 

3 jWater content/ 

1
co.uep,11:anue BOJJ;bl 3.1% / 3,1% 

4 
1
uniformity of dosage units/ 
10.unopo;:i;HOCTb .U03HpOB3HHblX 6.1/ 6,l 

1
e;:i;unuu 

5 Dissolution/ PacTBopenue 

99%, 100%, 101%, 100%, 98%, 103%. 

I 

Remarks : The Product confirms to ND/ 
OpttMe'-laHue: TTpo.uyKT COOTBeTcTByeT Tpe6oBaH11SIM H,l], 

Prepared by / 
TTo.uroToBneHo: 

Checked by / TTposepetto: Checked by (AQA) I 
TTposepeHo (AOK): 

The UV-spectrum of the test solution and the 
Cetirizine Hydrochloride reference standard 
' olution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm. / Yct>-cneKTpbt nornoll\eHHSI 11cnb1TyeMoro 
paCTBopa 11 CTaH.QapTH0rO pacnopa 
ue-r11 p11311Ha nmpoxnop11.ua s 06nacT11 OT 200 
l.n,o 400 HM .uon)l(Hbl 11MeTb MaKc11MyMb1 

lnornoll\eH 11$1 np11 O.QHOH 11 TOH )Ke .UJJ11He 
BOJJHbl C .uonyCTl1MblM OTKJlOHeH11eM ± 2 HM. 

!
Not more than 8.0% / 
He 6onee 8,0 % 

Acceptance value (AV) should be not more 
lthan 15.0 I TToKaJaTenb np11eMJ1eMocrn (AV) 
µ,on )KeH 6bITb He 6onee 15,0. 

Not less than 80% (Q) of the labeled amount 
of C21H2sCIN2O3· 2HCI (cetirizine 
dihydroch l.oride) after 30 min. / He Mettee 
80 % (Q) OT HOM11HaJJbHOrD co.uep)l(aHl1SI 
C21H2sCIN2O3· 2HCI (uernp11311tta 
D.11 rl1.llPOXJJODHJl) 4epe3 30 Ml1H. 

Conclusion : APPROVED I 
3aKJJIO'-lenue: 0.l(OliPEHO 

B. Satyanarayana - Quality 
control- Team Member 

D. Latha- Quality control­
Team Member V. Pra hanth- Quali ty 

Assurance- Team Member 

Approved by: Quality 
Assurance/ Authorized person / 
Ono6petto: O6ecne4ett11e 
Ka4eCTBa/0TseTCTBeHHOe n11uo: 

tM.l.,l) 
S. Haneef- Q~ li ty Assurance- Team 
Member A _ 

Date /.llarn: ~ 0 ...-\ j ,....'k)2--.S 



. •·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTil<l>IIKA T AHAJIIl3A 

Product: Cetrine film coated tablets, IO mg 
ITpo/lyJIT: UeTpHH® Ta6JJeTKH, noKpbITbie nJJeHO'IHOH o6oJJ04KOH, 10 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
B2503481 

Batch Quantity / 
955 KG I 955 Kr 

Cepna N2 
: 

Pan1ep cepun 
: 

Analytical Report No./ 
: 2002FP25002736 

Date of Analysis / 
: 30-11-2025 

AHaJJHTH'leCKHH OT'leT ,N'g LlaTa auaJIHJa 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 
31-10-2028 

LlaTa nponJBO/lCTBa 
: 

ro/leH /lO 
: 

Mfg. License No./ 
MA number:/ 

IT pOH3B0/lCTBeHH3H : 63/RR/AP/96/F/R 
HoMep PY 

: JlrI-J\fQ(005456)-{Pf-RU) 
JIHUeHJHH ,N°g 

Analysis performed according ND:/ AuaJiuJ npoBe/leH no H,Ll: JII1-N2(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / MapKuposKa u MaKeTbI YTBep,KJJ.eHb1: 17.02.2025 

mpurities / IlpnMecu 

Impurity A / 
flp11Mecb A 
Impurity B / 
flp11Mecb B 
Impurity C / 
flp11Mecb C 
Impurity D / 
Op11Mecb D 
Impurity E / 
flp11Mecb E 
Impurity F / 
ITp11Mecb F 

I 
Below Limit of Detection {LOD = 
0.005%) I H11)Ke npeneJJa o6Hapy)KeHHll I 
{fIO = 0,005%) Not more than 0.2 % / He 6oJJee 0,2 % 

Not detected I He o6Hapy)KeHa 

Not detected I He o6Hapy)Ketta 

Not detected I He o6Hapy)KeHa 

0.03%/0,03% 

Below Limit of Detection (LOD = 
0.015%) I H11)Ke npeneJJa o6Hapy)KeHHll 

Not more than 0.2 % / He 6oJJee 0,2 % 

Not more than 0 .2 % / He 6oJJee 0,2 % 

1Not more than 0.2 % / He 6oJJee 0,2 % 

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

1Not more than 0.2 % / He 6onee 0,2 % 

Any individual unidentified l{rIO = 0,015%) 
impurity/ JI106aJ1 e.!lHHH'IHaH 
He11neHTH!pHUHposaHHal1 npHMeCb 

0.07%/0,07% 

Not more than 0.2 % / 
ue 6onee 0,2 % 

otal impurities/ 

1
cyMMa np11Mecei1 

Remarks : The Product confirms to ND/ 

l° .1% / 0,1% 1 ot more than 2 .0% I 
I He 6onee 2,0% 

Conclusion : APPROVED / 
IlpHMe'laHHe: flpO.!lYKT COOTBeTCTsyeT Tpe6osaHHllM H)], 3aKmoqeuue: Ol{OliPEHO 

Prepared by / Checked by / TTposepeuo: Checked by (AQA) / Approved by: Quality 
nonroToeneHo: D. Latha- Quality control- Oposepeuo (AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality Team Member V. Prashanth- Quality Ono6peHo: O6ecne'leH11e 
control - Team Member w- Assurance- Team Member Ka'!eCTsa/OTseTCTBeHHOe JJHUO: 

g, ~ ~ 
S. Haneef- QlfJlity Assurance- Team 
Member 

[oate /)],am: '3 c--f/-t.a1::'.)1IDate /)],aTa: J o-f1-.2-R '217 IDate //J.aTa: 2o--l f ,...'2tfl½ I Date /JJ,a-ra : 30--r\ ~2-J 



• ' •·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
n poi:.yKT: UeTpHH® Ta6JJeTKH, nOKPbITble rrneHO'-IHOH o60JJO'-IKOH, 10 Mr 

Market/ PblHOK : Russia / PocCHll 

Batch No./ 
B2503481 

Batch Quantity / 955 KG I 955 Kr : : 
CepuH N2 Pa1Mep cepun 

Analytical Report No. / 
: 2002FP25002736 

Date of Analysis / 
: 30-11-2025 

AnaJIHTH"leCKHH 0T"leT N2 .L(aTa anaJ1u1a 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 31-10-2028 : : 
LlaTa npou1soi:.cTBa foi:.en i:.o 
Mfg. License No./ 

MA number:/ n p0H3BO,L{CTBeHHaH : 63/RR/AP/96/F/R J1TT-NQ(005456)-{Pf-RU) 
HoMep PY 

: 
J1uuen1uH N2 
Analysis performed according ND:/ AnaJIHl nposei:.en no Hl(: JIIJ-N2(005456)-(Pf-RU)-150524 
Labelin2 and artworks annroved: / MapKHPOBKa u MaKeTbl VTBep,KJleHbt: 17.02.2025 

7 

8 

9 

jAssay / KoJ1u1.1ecTsennoe 
onpei:.eJienue 

Microbiological purity* / 

!
M HKp06HOJIOrH"leCKaH 
"IHCTOTa* 
a) Total aerobic microbial count / 
O6mee '-IHCJIO a3po6HblX 
MHKpoopraHH3MOB 

I 

b) Total combined yeasts and 
mould count / O6mee 411cno 
.11pO)K)KeBb1x 11 rmectteBbIX rpH6os 

'c) E. coli 
Subdivision of tablets / 
!l].eJienue Ta6JieTOK 

I 

Remarks : The Product confirms to ND/ 

9.95 mg I 9,95 Mr 
99.5% I 99,5% 

Not Applicable 

Not Applicable 

Not Applicable 

Complies I CooTBeTcTByeT 

n p11Me1.1anue: npollyKT C0OTBeTCTSyeT TPe6osaHHllM H,lJ, 

Prepa red by / Checked by / nposepetto: Checked by (AQA) / 
TToD.roTosnetto: D. Latha- Quali ty control- nposepetto (AOK): 
8 . Satyanarayana - Quality Team Member V. Prashanth- Quality 

Not less than 9.0 mg and not more than 
11.0 mg C21 H2sClN2Or 2HCl (cetirizine 
dihydrochloride) in tablet (between 90,0 % 
and 110,0 % oflabel claim). / OT 9,0 Mr .110 
11,0 Mr C2 1H25ClN2Or2HCl (uernp11311tta 
l)lHrHJJ,pOXJJOpH.ll) B Ta6JJeTKe (OT 90,0 % .110 
110.0 % OT HOMl1Ha.rlbHOro COAep)KaHHll ) . 

Not more than 1000 CFU/g / 
IHe 6onee 1000 KOE/r 

Not more than 100 CFU/g / 
He 6onee 100 KOE/r 

Shall be absent in l g / OrcyrcTBHe s 1 r 
[The tablets comply with the test, if not more 
/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. 
ithan 1 individual mass is outside these limits 

1
or if 1 individual mass is outside the limits of 
175 % to 125 % of the average mass. / 
Ta6JTei KH COOTBeTCTByroT Tpe6osaHHllM, eCJJH 
IHe 6onee 1 e)lHHH'-IHall Macca OTKJJOHlleTCll 3a 

Conclusion : APPROVED / 
3aKJIIO"lenue: O .L(O6PEHO 

Approved by: Quality 
Assurance/ Authorized person / 
Ono6petto: O6ecne'-lett11e 

control- Team Member W- Assurance- Team Member Ka'-!eCTBa/OTBeTCTBeHHOe JJHUO '. 

~_,- tlVllO 
S. Haneef- Qt ali ty Assurance- Team 
Member 

Date / JJ.arn: 'J,<,-t-f,... l-l> ,r- Date / /J.,arn : .1,o--1 f--~ ~Date //J.aTa: tJ)--{ I ~~ Date //J.,aTI1 :~"l_ o---tl .J-0~ 



•·· Dr. Reddy's "llllli~• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKA T AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
flpo.llyirr: UeTp1,rn® Ta6JJeTKM, n0Kpb1TbIe nneH04HOH o6oJJ04KOH, 10 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
B2503481 

Batch Quantity / 
955 KG I 955 Kr 

CepHH N!! 
: 

Pa3Mep cepuu 
: 

Analytical Report No. / 
: 2002FP25002736 

Date of Analysis / 
: 30-11-2025 

AHaJJHTH'-leci.:uu OT'-leT N!! .[(aTa aHaJJH3a 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 
31-10-2028 

.[(aTa npOH3B0JlCTBa 
: 

ro,lleH JlO 
: 

Mfg. License No./ 
MA number:/ 

flpOH3B0JlCTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: JITI-N2(005456)-(Pf-RU) 

JJHUeHJHH N!! 
Analysis performed according ND:/ AHaJJH3 npoBe.lleH no H)l: JIIT-N!!(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / Map1rnpoBKa u MaKeTbl YTBep)K)J;eHbI: 17.02.2025 

I 
,npeD.eJJbl 85%-115% OT cpeD.HeH MaCCbl. 

a6neTKH He COOTBeTCTBYIOT Tpe6osamu1M, 
ecJJM 6onee 4eM l MHD.MBMD.yaJJbHal! Macca 
loTKJJOHlleTCll OT 3TMX npeD.enos 11n11, ecni,i 1 
IMHD.MBMD.YaJJbHall Macca OTKJJOHl!eTcl! 3a 

1npe11enbl 75%-125% OT cpeD.HeH MaCCbl. 

10 iPackage / YnaKOBKa 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2 
blister. 3 blisters and patient information 

1
or 3 blisters and patient information leaflet in 

leaflet in a carton. / no 10 Ta6JJeToK s ,a carton. / 
nBX/n,UBX//an10M11H11esoM 6n11CTepe. n o 10 Ta6neTOK s 
r1o 3 6J111CTepa BMeCTe C JlHCTKOM- Ins nJlBX//amo IHHMeBOM 6n11cTepe. no 2 
BKJJaD.blWeM ynaKOBaHbl B na4KY IH1111 3 6m1cTepa BMecTe c JJHCTKOM-

KapTOHHYfO. 1
aKJJaD.bJWeM ynaKOBaHbl B na4KY KapTOHHylO. 

* 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 . I npoBOD.HTCll npOM3BOD.11Te11eM np11 BbmycKe nep11011114ecK11: .!I.Jill Ka)KD.OH 20-ow cep11H 

HTTH Hr. Mf.Hf.f. 1 ['lfl'UI Aron. flrnrn1iiTr.nh MmKr.T OhlTh Hf. AKTTffl4f.H A 1,r.pT111fi11KllT ,lH,lJ]l,f1a riiHPMhl, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITp11Me'-1aHHe: npoD.yKT COOTBeTCTByeT Tpe6osamll!M H,U Ja1rn10'-leHue: O.[(OliPEHO 

Prepared by / Checked by/ TTpoaepetto: Checked by (AQA) / Approved by: Quality 
noD.rOTOBJleHo: D . Latha- Quality control- TTpoaepetto (AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality Team Member V . Prashanth- Quality OD.o6petto: O6ecnel!eH11e 
control- Team Member 

~ 
A ssurance- Team Member Ka4eCTBal0TBeTCTBeHHOe n11u,o: 

04r-- tJVAD 
S. Haneef- Qi~ Jity Assurance- Team 
Member 

Date 1 ,UaTa: 3o _,-f J ,.-'1...etl,!' I Date 1 ,UaTa: '[,o-l /-~ Date /)laTa: '4.J---1 1,,UJi( Date /11,aTa: ~ O ~( ( .5io2-.3 



••• Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJ11f3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo/lyKT: UeTp1rn® Ta6neTK11, noKpb!Tbre nneH04HOH o6ono4KOH, 10 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
B2503481 

Batch Quantity / 
955 KG I 955 Kr 

CepHH N2 
: 

Pa3Mep cepHH 
: 

Analytical Report No. / 
: 2002FP25002736 

Date of Analysis / 
: 30-11-2025 

AHaJIHTH'leCKHH OT'leT N2 .L{aTa aHaJIH3a 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 
31-10-2028 

.LlaTa DPOH3B0/lCTBa 
: 

fO,lleH /lO 
: 

Mfg. License No./ 
MA number:/ 

fi pOH3B0.llCTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: JIIl-N!!(005456)-(Pf-RU) 

JlHUeH3HH .N°!! 
Analysis performed according ND:/ AHaJIH3 npose,lleH no H.L{: JITT-N2(005456)-(Pf-RU)-150524 
Labeline: and artworks approved:/ Mapicuposica u MaKeTbI VTsepiK/leHbI: 17.02.2025 

API name/ HauMeHosaHHe A<l>C: Cetirizine dihydrochloride / UeTHp1rnrna n11rn.upoxnop11,u 

INN/ MHH: Cetirizine / UeTHp11111H 

API manufacturer batch number / BT00-2504I 
HoMep cepuu npoHJBO.llHTeJIH A<l>C: 
FP Manufacturer API Batch number / FBSA00206 
HoMep cepuu cv6cTaHQHH DPOH3B0.llHTeJIH r JI<I>: 
API Manufactured by & country/ Glochem Industries Private Limited, India/ 
nooHJBO/lHTeJib A<l>C. CTPaHa: fnoxeM l1tt,uacTp11ec Ilpai1Bl1T JI11M11Te,U, l1H.U11SI 

Name, address, authorization No for FP manufacturing Formulation Tech Ops - II, Survey No. 42p, 43, 44p, 45p, 46p, 
site/ Control site/ Release site/ 53, 54&83, Bachupally Village, Bachupally Manda!, Medchal 
HauMeHOBaHHe, a)lpec, JlHQeH3HH .UJJH Malkajgiri Distrist - 500090, Telangana State, India (license No 
fipOH3B0.UCTBeHHaH DJJO(Ua)lKa / IlJIOWa)lKa KOHTpOJJH 63/RR/AP/96/F/R). I Ilpomso.ucrneHHoe no.upa1nenem1e-II, 
Ka'ieCTBa / nnoma/lK3 BblDYCKa Y4aCTKl1 N!! 42p, 43, 44p, 45p, 46p, 53, 54 11 83, 6a4ynanm1 

811nna.u)K, 6a4ynanm1 Matt.uan, Me,u4an ManaKa.U)KrHp11 
)],HCTpHKT - 500090, wmT TenaHraHa, l1H.UHSI (J1m.(eH311SI 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». 
3aKJJIO'ieHHe O COOTBeTCTBHH: «HaCTOSIIJ.{HM JI TIO.UTBep)K.uaio, 4TO npHBe,UeHHall Bb!We HHq>OpMaUHll l!BJll!eTCll .UOCTOBepHOH 11 
T04HOH. 3Ta cepHll npo,uyKQHH npo113Be.ueHa (BKJ1I04all ynaKOBKY (MapKHpOBKY) 11 KOHTpOJlb Ka4eCTBa) Ha BblWeyKa3aHHOH 
npOH3BO,UCTBeHHOH TIJlOIJ.{a,UKe (nnoma.uKax) B TIOJlHOM COOTBeTCTBHH C Tpe6oBaHHl!M11 IlpaBHJl Ha,UJle)Kal.J..{eH npOH3BO,UCTBeHHOH 
npaKTHKH Espa311HCKOro 3KOHOMH4eCKOro COI03a H Tpe6osaHl1l!MH KOHTPOJlll Ka4eCTBa JleKapcTBeHHblX cpe,UCTB, a TaK)Ke B 
COOTBeTCTBHH co cneQHqlHKal.{11l!MH, co.uep)Kal.J..{HMHCSI B perncTpaQHOHHOM ,UOCbe CTpaHbl-HMTIOpTepa. 3anHCH no np0113BO,UCTBy, 
ynaKOBKe H aHaJJH3Y nposepeHbl, 11 ycmHOBJleHO HX COOTBeTCTBHe Tpe6oBaHHSIM IlpaBHJl Ha,uJJe)Kal.J..{eH npoH3BO.UCTBeHHOH 
npaKTHKH Espa3HHCKOro 3KOHOMl14eCKOrO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
npuMe'laHHe: Ilpo,uyKT COOTBeTCTByeT Tpe6oBaHHl!M HJ], 3aKJIIO'leHue: O.L{OliPEHO 
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