
I '1 •·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTll<l>llKAT AHAJlll3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.avlIT: UeTp1rn® Ta6nenrn, noKp&ITbIe rn1eH04HOH o6ono4KOM, 10 Mr 

Market/ PMHOK : Russia / Poccw.R 

Batch No./ 
B2503482 

Batch Quantity / 955 KG I 955 Kf 
CeonH ,N'g 

: 
Pa3Mep cepmt 

: 

Analytical Report No./ 
: 2002FP25002737 

Date of Analysis / 
: 30-11-2025 

AHaJIHTHlfeCKHH OTlfeT ,N'g )laTa aHaJIH3a 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 
31-10-2028 

)laTa DD0ll3B0.QCT83 
: 

fo.aeH .!lO 
: 

Mfg. License No./ 
MA number:/ 

Il pOH3B0./lCTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: JITI-N!!(005456)-(Pf-RU) 
Jll!U,eH3HH ,N'g 

Analysis performed according ND:/ AHaJIH3 npose.ueu no H)l: JIIl-N2(005456)-(Pf-RU)-150524 
Labelinirand artworks approved:/ Mao1mposKa u Marcen,I VTBeonmcm,1: 17.02.2025 

,N'g 

1 
Test/ IlorcaJaTem. 
Description/ OnucaHne I Result/ PeJyJibTaTbl 

White coloured, round, biconvex film 
coated tablet with a breakline on one 

Specification/ HopMa 
White or off white coloured, round, biconvex 
film coated tablet with a breakline on one 

2 Identification / 
lbeHTncl>nKauuH 

HPLC / B3)1{X 

side. White core on cross section. / side. White to off-white core on cross section. 
Kpyrnb1e .!lB0SIKOBbinYKJlble Ta611eTKH, / Kpyrnbie )lB0SIKOBbinYKJJble Ta611eTKH, 
noKpb!Tbie nJJeH04HOH o6oJJ04KOH noKpbITbie nJJeH04HOH o6oJJ04KOH 6e11oro 
6eJJoro UHen1, C pHCY.OH Hll Q,D.HOI1 mm m:nnr,t fiprmrn 11,RPT~, ~ pH~k'f)H H~ f)TTH()H 
CTOpOHe. Ha nonepe4HOM pa3pe3e - CTOpOHe. Ha nonepe4HOM pa3pe3e llti:po OT 
.Rti:po 6e11oro useTa. I 6e11oro ti:o no4TH 6e11oro useTa. 

[The retention time of the main peak in theThe retention time of the main peak in the 
lchromatogram of test solution compl~chromatogram of test solution should comply 
with the retention time of the main peakv,,ith the retention time of the main peak in the 
in the chromatogram of Cetirizine1chromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standard reference standard solution (section "Assay")./ 
solution./ BpeM.R yti:ep)l(HBaHH.ll OCHOBHOro fiHKa Ha 
BpeMSI yti:ep)l(HBaHH.ll OCHOBHOro nHKa HjXp0MaTorpaMMe HCfibITyeMoro pacTBopa 
xpoMaTorpaMMe HCnbITyeMoro paCTBOP<!f0mKHO COOTBeTCTBOBaTb speMeHH 

1
cooTBeTcTsyeT speMeHH yti:ep)l(11BaHH.RjYD.ep)l(HBaHH.R octtosttoro nHKa Ha 
ocHOBHoro nHKa Ha xpoMaTorpaMMexpoMaTorpaMMe CTaHti:apTttoro pacTBopa 
CTaHti:apTHoro pacTBopa ueTHpH3HH!l!UeTHpH3.HHa rn.npox11opHti:a (pa3ti:e11 
rn.npox11op11ti:a. l«Kon11•1ecTBeHttoe onpe.ne11eHHe» ). 

Remark : The Product confirms to ND/ 
I
IConclusion : APPROVED / 

TipHMClf3HHe: !Jpoizyi-...,. COOTBeTCTByeT Tpe6osaHHSIM HJl 3aKJIIOlfenue: O)lO6PEHO 

Prepared by / Checked by / Tiposepetto: Checked by (AQA) / Approved by: Quality 
Tio.nroTosneHo: D. Latha- Quality control- TiposepeFto (AOK): Assurance/ Authorized person I 
B. Satyanarayana - Quality Team Member V. Prashanth- Quality O11.06petto: O6ecne4em1e 
control- Team Member W-- Assurance- Team Member Ka4ecTBa/0rneTCTBeHHoe 1111u.o: 

~~ \M~ 
P. Rama Rao- Quality Assurance- Team 
Member re 

Date / ,Llarn3,6--t ( ,U>Y- Date /.Llarn: 1o-f ~J-, Date f.Llarn: .'.Zo--1 Ir~ Date / ,Llarn: )o~lf,-,,.,. ~ 



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

CEPTll<l>IIKA T AHAJill3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.!lyKT: UeTpHH® m6JieTKH, noKpbITbie nneHO'IHOtt o6oJio4KOtt, 10 Mr 

Market / PbIHOK : Russia I Poccm1 

Batch No./ 
B2503482 

Batch Quantity / 955 KG / 955 Kr 
CepnH .N'! 

: 
Pa3Mep cepnn 

: 

Analytical Report No./ 
: 2002FP25002737 

Date of Analysis / 
: 30-11-2025 

AuaJ1nTnqec1rni1 oTqeT .N'! )laTa auaJ1n1a 
Date of Manufacture / 

10-11-2025 Date of Expiry / 31-10-2028 
.L{aTa npOH3B0/lCTBa 

: 
ro.[leH LlO 

: 

Mfg. License No./ 
MA number:/ 

Ilpon1BOLlCTBennaH : 63/RR/AP/96/F/R 
HoMep PY 

: JITI-N2(005456)-(Pf-RU) 
JIHUeHJHH .N'! 

Analysis performed according ND:/ AnaJIHJ npoBe.[leH no H.U: JIIT-N2(005456)-(Pf-RU)-150524 
Labeling and artworks approved:/ Map,rnposKa n MaKeTbI YTBep,KJleHbl: 17.02.2025 

UV- spectrophotometry I Complies / CooTBeTCTByeT The UV-spectrum of the test solution and the 
rY<I>- cneKTpO<pOTOMeTpHll 1Cetirizine Hydrochloride reference standard 

1solution in the range 200 nm to 400 nm should 
:exhibit maxima absorbance at about the same 

!
wavelengths with an allowed variation of ±2 
nm. I Y<I>-cneKTpb1 nornomeHm1 11cnhITyeMoro 
pacTBopa 11 cTattLlapTHoro pacTBopa 

1
uen1p11311Ha r11npoxnop11na B 06nacT11 OT 200 
AO 400 HM /lOJI)KHbl HMeTb MaKCHMYMbl 

'1nornomeHl1ll np11 0/lHOH 11 TOH )Ke /lJlHHe 
BOJIHbl c nonyCTHMblM OTKJIOHeHHeM ± 2 HM. 

3 jWater content/ Not more than 8.0% I 
r o.[lep:IKaHHe 80.[lbl 3.1% / 3,1% He 6onee 8,0 % 

4 !Uniformity of dosage units / Acceptance value (AV) should be not more 

1

O.[lHOpO/lHOCTb .[l03Hp0B8HHblX 3.6 I 3,6 than 15.0 / TioKa3aTeJib np11eMJieMocrn (AV) 
e.[lHHHU .o.omKeH 6bITb He 6onee 15,0. 

15 Dissolution / PaCTsopeune !Not less than 80% (Q) of the labeled amount 
iof C21 H2sClN2O3 • 2HC1 ( cetirizine 

100% 100% l00¾ l00¾ 102% 99%.'dihydrochloride) after 30 min. I He MeHee 
' ' ' ' ' 80 % (Q) OT HOMHHaJihHOro conep)KaHHll 

C21H2sClN2O3· 2HC1 (uernpm,ma 
l1111r11.o.poxnop11.o.) 4epe1 30 MHH. 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpnMeqaune: TiponyKT cooTBeTcTByeT Tpe6osaHHllM H.U 3aKmoqeune: O)lO6PEHO 

Prepared by / Checked by I npoaepetto: Checked by (AQA) I Approved by: Quali ty 
TionroTosnetto: D. Latha- Quality control- TiposepeHo (AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality Team Member V. Prashanth- Quality O.!lo6petto: O6ecne<1eH1-1e 
control- Team Member 

lZf-- A urance- Team Member KalJeCTsa/OTeeTcTseuttoe m,1uo: 

f.14 ,- ,N.iO 
P. Rama Rao- Quality Assurance- Team 
Member lg 

IDate /.[{am: '3o-tr r ~'M7lnate /.[{am: 1.o~ H,ft'l-11 Date-/)],aT~: ~ ~ ,...-~ ioate / )],am: :>0~1, ~¼~ I 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHA.JIH3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo11yIIT: Li;eTp1,rn® Ta6neTKM, noKpbITbie nneH04HOH o6oJT04KOH, 10 Mr 

Market/ Pb1HOK : Russia/ Poccm1 

Batch No./ 
B2503482 

Batch Quantity / 
955 KG I 955 Kr 

Cepm1 N! 
: 

PaJMep cepuu 
: 

Analytical Report No. / 
: 2002FP25002737 

Date of Analysis / 
: 30-11-2025 

AuaJJHTH'leCKHH OT'leT N! .11:aTa auaJJnJa 
Date of Manufacture / 

10-11-2025 
Date of Expiry / 31-10-2028 

.11:aTa UPOHJBO/ICTBa 
: 

fo11eH 110 
: 

Mfg. License No./ 
MA number:/ 

IlpOHJBO/ICTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: JIIT-N!!(005456)-(Pf-RU) 
JJHUeHJHH N2 

Analysis performed according ND:/ AuaJJHJ npose11eu no H.11:: JIIl-N2(005456)-(Pf-RU)-150524 
Labeling and artworks aooroved: / MapKHPOBKa u MaKeTbl YTBep,KJleHb1: 17.02.2025 

6 mpttrities / IlpnMecu 

[mpurity A/ 
npMMeCb A 
Impurity B / 
npH 1ec1> B 
Impurily C / 
llpHMecb C 
Impurity D / 
lllpHMec1> D 
Impurity E / 
npHMeCb E 
Impurity FI 
npaMeCb F 

!Any individual unidentified 
impurity/ Jlio6all e,Ql1Hl14Hall 
HeMlleH'VM<PHLlMPOBaH H8JI, np11MeCb 

rfotal impurities/ 
CyMMa npMMeceli 

Remarks : The Product confirms to ND/ 

elow Limit of Detection (LOD = 
0.005%) I Hm1<e npe.11ena 06Hapy)Kemu1 
(ITO= 0,005%) 

ot detected / He o6Hapy)KeHa 

Not detected/ He obHapy)KeHa 

Not detected / He o6Hapy)KeHa 

0.03%/0,03% 

Below Limit of Detection (LOD = 
0.015%) I HH)Ke npe.11ena o6Hapy)KeHHll 
(ITO= 0,015%) 

0.07% /0,07% 

0.1% I 0,1% 

IlpHMeqauue: ITpo.11yKT COOTBeTCTByeT Tpe6osaHMllM H.[l 

Prepared by/ Checked by/ ITposepeHo: Checked by (AQA) / 
ITo.11roTOBJTeHo: D. Latha- Quality control- ITposepeHo (AOK): 
B. Satyanarayana - Quality Team Member V. Prashanth- Quality 

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

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

I 
Nol more than U.L % / He bonee U,L % 

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

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

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

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

Not more than 2.0% / 
jHe 6onee 2,0% 

Conclusion : APPROVED I 
3aKJJIO'leHne: O.LJ:O6PEHO 

Approved by: Quality 
As urance/ Authorized person / 
O.1106peuo: O6ecneLieH11e 

control- Team Member 

~ 
A urance- Team Member KaYecTBa/OrseTCTBeHHOe Jll11.(0 : 

~ r-
11\,l l,c 

P. Rama Rao- Quality Assurance- Team 
Member 14_ 

I Date I .D:aTa: ~ O ~/ ...-w 11'1iDate I .[laTa: 3 ;:,-( I ...-:,9¥f Date / .[laTa: 2o -ii ,... 2tll£ lnate / .D:aTa: '),0.../1~~ 
I 



CERTIFICATE OF ANALYSIS 
CEPTI:l<l>l:IKAT AHAJII:13A 

Product: Cetrine film coated tablets, 10 mg 
IlpoJlyKT: UeTp1rn® rn6neTKH, noKpbITbie nneH04HOH o6ono4KOH, 10 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
B2503482 

Batch Quantity / 955 KG I 955 Kr 
CepnH .N"!! 

: 
Pa1Mep cepnn 

: 

Analytical Report No./ 
: 2002FP25002737 

Date of Analysis / 
: 30-11-2025 

AHaJJHTH'leCKHH 0T'leT .N"!! )laTa aHanu1a 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 31-10-2028 
.L{aTa DP0HJB0JlCTBa 

: 
ro)leH JlO 

: 

Mfg. License No. / 
MA number:/ 

IlpOHJBOJlCTBeHHaH : 63/RR/AP/96/F/R : JIIT-N2(005456)-(Pf-RU) 
JJHUeHJHH .N"2 

HoMep PY 

Analysis performed according ND:/ AHanuJ npose)leH no H)l: JIIT-.N"2(005456)-(Pr-RU)-150524 
Labeline and artworks aooroved: / MaoKuposKa u MaKeTbl VTBepm)leHbl: 17.02.2025 

7 Assay / KonuqecTBeHHoe iNot less than 9.0 mg and not more than 
onpeJleJleHue 

1
11.0 mg C21H2sCIN2O3'2HCI (cetirizine 
dihydrochloride) in tablet {between 90,0 % 

9.96 mg I 9,96 Mr land 110,0 % of label claim)./ OT 9,0 Mr JlO 

99.6% I 99,6% j11,0 Mr C21H2sCIN2O3·2HCI (uernpH3HHa 
iJU-trl'lil.poxnop11D.) B rn6neTKe (oT 90,0 % JlO 

1110,0 % OT H0MHH8JlbH0ro CO)lep)K8HHJ!). 

8 Microbiological purity* / I MHKpo6HOJ10fH'leCKaH 
'IHCTOTa* 

1

a) Total aerobic microbial count/ Not Applicable !Not more than l 000 CFU/g / 
O61..I.\ee 4HCJIO a3p06HblX He 6onee 1000 KOE/r 
MHKpoopraHH3MOB 

Not Applicable 
b) Total combined yeasts and 1Not more than 100 CFU/g / 
mould count/ O61..I.\ee 4HCJJ0 iHe 6onee 100 KOE/r 
1/lpO)K)KeBbIX w nnecHeBbIX rpw6oe 

L E.coli 

Not Applicable 

lsha11 be absent in lg / 0TCYTCTBHe e l r 
9 ;subdivision of tablets / Complies / CooTBeTcTByeT rrhe tablets comply with the test, if not more 

i,ll.eneuue Ta6neTOK than 1 individual mass is outside the limits of 
- 0 0 185 1/o to 115 1/o of the average mass. The 

itabfct3 fail to comply with the tc~t, if more 

!
than 1 individual mass is outside these limits 
or, if 1 individual mass is outside the limits of 
175 % to 125 % of the average mass./ 
T a6JJeTKH CO0TBeTCTB)'lOT Tpe6oeaHHJIM, ecm1 
,He 6onee 1 eJJ.HH111rnaJ1 Macca OTKJJOHJ!eTCJI 38 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
ITpnMe'laHue: ITpo.uyKT COOTBeTCTByeT Tpe6oeaHHJIM H,ll 3aKmoqeune: O)lOliPEHO 

Prepared by / Checked by / npoeepeHo: Checked by (AQA) / Approved by: Quality 
ITo.uroTOBJJeHo: D. Latha- Quality control- npoeepeHo (AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality Team Member V. Prashanth- Quality Oao6peHo: O6ecne4ett11e 
control- Team Member 

~ 
Assurance- Team Member K8•1eCToa/0TeeTCTBeHHOe JIHUO: 

0r~ I f\l.l/J 
P. Rama Rao-~ity Assurance-Team 
Member 

ID ate / .[I:arn: '.615 -f) r 1,t>\1ri Date /.[I:arn: 1o-l/~ Date /,llarn:'~0-11,.....urv( lnate / ,llarn: ?(),--£kw~ I 



CERTIFICATE OF ANALYSIS 
CEPTMCl>MKAT AHAJIM3A 

Product: Cetrine film coated tablets, 10 mg 
flpo.uyKT: U e-rp11H® Ta6ne-rK11 noKPblTbre nneH04HOH o6ono4Koi:l , 10 Mr 

Market/ PblHOK : Russia / Poccmr 

Batch No./ 
B2503482 

Batch Quantity I 
955 KG I 955 Kr 

Cepm1 ,Ng 
: 

PaJMep cepmt 
: 

Analytical Report No./ 
: 2002FP25002737 

Date of Analysis / 
: 30-11-2025 

AuaJJHTH'leCKHH OT'leT ,N'g )laTa auaJJHJa 

Date of Manufacture / 
10- 11-2025 

Date of Expiry / 
31-10-2028 

.llaTa DP0113B0}lCTB8 
: 

ro.ueu .uo 
: 

Mfg. License No./ 
MA number:/ 

fl pOH3B0.UCTBeHH3H : 63/RR/AP/96/F/R 
HoMep PY 

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

JlHUeHJIIH ,N'g 

Analysis performed according ND:/ AuaJJHJ npoee.ueu no H)l: Jlfl-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MapKupoeica u MaKeTbt YTBePilt!leHM: 17.02.2025 

lnpen.e.nb1 85%-115% OT cpenttew Macchr. 
t aOJleTKH He COOTBeTCTBYJOT Tpe6oBaHJ-HIM, 
ecrn,1 6onee 4eM 1 11un11s11nyanbHall Macca 
,OTKnOHlleTCll OT 3THX npenenoB HJ111, eCJ111 1 

1

11H)lHBHD.Y3llbHall Macca OTKJlOHlleTCll 3a 
npe.uenb1 75%-125% OT cpenHett Macchr. 

-
10 Package/ 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 Ta6JieTOK s j8 carton. I 
nBX/Il.LJ.BX//anJOMHHHeBOM 61111cTepe. ,n o 10 Ta6JieTOK B 
no 3 6JIHCTepa BMeCTe c JIHCTKOM- lrrnXJTT.D.BX//anJOMHHHeBOM 6JIHCTepe. Ilo 2 
BKJia.UbIWeM ynaKOBaHbl B na4KY 111111-1 3 6n11cTepa BMecTe c JIHCTKOM-
l<apTOHHYJO. BKJlaD.blWeM ynaKOBaHbl B na4KY KapTOHHyJO. 

I 

* 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 . / Ilposon11TCll npo113son11TeneM np11 BhmycKe nep11on114ecK11: .llJlll Ka)K.!lOH 20-oii cepm1 
11n11 He Mettee 1 pina B ron. TT01<a1aTe.n1- MO)f(eT 61-1Tt- He: R1<nm4e:H R 1.epTHrpHKaT atta..rrn~a cfrnpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
n p11Me'lauue: nponyKT COOTBeTCTByeT Tpe6oBaHHllM H.Ll 3aKJJIO'leuue: OJ:J:OliPEHO 

Prepared by I Checked by / Ilposepetto: C hecked by (AQA) / A pproved by: Quality 
n o,D,rOTOBJleHO: D. Latha- Quality control- TTposepeHo {AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality T eam Member V . Prashanth- Quality Ono6petto : 06ecne4ett11e 
control- Team Member 

~ 
A urance- Team Member Ka4eCTBa/0rseTCTBeHHOe JlHUO: 

<Un,-
lf)HIJ 

P. Rama Rao- Qu}ta • y Assurance-Team 
M ember . 

Date / LI.am : '3 o...-f( r~• Date /L{am : jo-f/~ ~ate /.LlaTa:30-ll~ I Date / LI.am: :;J.c:i.-lkwv> I 



' 
• Dr.'Reddy's ~f • 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
Opol{yKT: UeTp11tt® Ta6JJeTKH, noKpbITbie nJJeH04HOH o6oJJ04KOH, 10 Mr 

Market / PbIHOK : Russia/ Pocc11» 

Batch No./ 
B2503482 

Batch Quantity / 
955 KG I 955 Kr 

Cep11H .N"! 
: 

PaJMep cepnn 
: 

Analytical Report No./ 
: 2002FP25002737 

Date of Analysis / : 30-11-2025 
AnaJIHTH'leCKHH OTIJeT .N"! ,UaTa anaJinJa 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 
31-10-2028 

.UaTa npOH3B0L{CTBa 
: 

rol{eH L{O 
: 

Mfg. License No./ 
MA number: I 

llpOH3B0L{CTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: JITT-N2(005456)-(Pr-RU) 

JIHUeHJHH .N"! 
Analysis performed according ND:/ AnaJIHJ nposel{eH no H,U: Jlll-.N"!(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Mapicnposica n MaKeTbI yTsep~enb1: 17.02.2025 

API name/ HanMenosanne A<l>C: Cetirizine dihydrochloride / UeT11p11311tta .u11r11.upoxJJop11.u 

INN /MHH: Cetirizine I UeTl1Pl1311H 

API manufacturer batch number / BT00-25041 & BT00-25043 

HoMep cepnn npoHJBOL{HTeJIH A<l>C: 
FP Manufacturer API Batch number / FBSA00206 & FBSA00207 

HoMep cepHH cy6cTaHUHH npOH3B0L{HTeJIH r Jl<I>: 
API Manufactured by & country/ Glochem Industries Private Limited, India / 

OpoHJBOLIHTeJib A<l>C, CTPana: fJJOXeM l1tt.uaCTPl1eC noai1B11T J111M11Te.U, l1H.!ll1ll 

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 

HanMeuosaune, al{pec, JIHUeHJHH L{JIH Malkajgiri Distrist - 500090, Telangana State, India (license No 

npoHJBOL{CTBeHHaH UJIOIUal{Ka / llJIOIUal{Ka KOHTpOJJH 63/RR/AP/96/F/R). I TTpo113BO.UCTBeHttoe no.upa3.ueJJett11e-II, 

KaIJeCTBa / 0JIOIUal{Ka Bbmycica Y4aCTKl1 N2 42p, 43, 44p, 45p, 46p, 53, 54 11 83, J;a4ynaJJJJ11 
B11JJJJa.!l)K, oa1IynanJJ11 Matt.uaJJ, Me.u4aJJ MaJJaKa.!l)KrHp11 

,U11cTp11KT - 500090, WTaT TeJJattratta, l1H.!ll1ll (J1111.-1ett311ll N2 

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». 
3aKJIIO'leHHe O COOTBeTCTBHH: «HacTOll!nl1M ll TTO.UTBep)K,llalO, 'ITO np11se.ueHHall BbIWe 11ttqiopMaUl1ll llBJJlleTCll ,!lOCTOBepHOH 11 
T04HOH. 3Ta cepHll rrpO.!lYKU1111 np0113Be.uetta (BKJJI04all ynaKOBKY (MapK11pOBKY) 11 KOHTPOJJb Ka4eCTBa) Ha BbIWeyKa3aHHOH 
np0113B0./lCTBeHHOH ITJJOina.uKe (nJJoma.uKax) B nOJJHOM COOTBeTCTBl111 C Tpe6osaHl1llMl1 TTpaBl1Jl Ha,!lJJe)Kamei1 np0113B0.!lCTBeHHOH 
rrpaKTl1Kl1 Espa311HCKOfO 3KOHOMl14eCKOf0 COI03a 11 Tpe6osaHl1llMl1 KOHTpOJJll Ka4eCTBa JJeKapCTBeHHblX cpe.UCTB, a TaK)Ke B 
COOTBeTCTBl111 co crreu11qi11KaUHllMl1, co.uep)Kam11Ml1Cll B perHCTpauHOHHOM .!lOCbe CTpaHbl-11MITOpTepa. 3anl1CH no rrpOI13B0./lCTBY, 
ynaKOBKe I1 aHaJJI13Y rrposepeHbl, I1 ycTaHOBJJeHO HX COOTBeTCTBHe Tpe6osaHHllM TTpaBl1Jl Ha,!lJJe)Kamei1 rrp0113B0.!lCTBeHHOH 

npaKTHKl1 Espa311HCKOfO 3KOHOMl14eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpnMeIJanue: TTpo.uyKT cooTseTcTByeT Tpe6osatt11»M H.U 3aKJIIOIJenne: O,UOliPEHO 
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