
•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTU:(J>HKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
DpoJXVKT: :QemHH® Ta6nenrn, n0KPhLTbte IIJieHO'IHOH o6onO'I KOH, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503486 

Batch Quantity/ 5000000 tab / 
Cepwt .N'!! 

: 
Pa3Mep cepeu 

: 
5000000 Ta6 

Analytical Report No./ 
: 2002FP25002923 

Date of Analysis / 
: 30-12-2025 

AnaJJHTnqecKuii o~eT .N'!! AaTa auaJJH3a 
Date of Manufacture / 

13-11-2025 
Date of Expiry / 

31-10-2028 
,ll,aTa DPOlf3BOACTBa 

: 
roAeHAO 

: 

Mfg. License No. / 
MA number:/ 

IlpOH3BOACTBeunaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-N2(005456)-(Pr-RU) 
JUU(eH3IIH .N'!! 
Analysis performed according ND:/ AnaJJH3 npoBeAeH no H)];: JIII-.N"!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MaPKHPOBKa u MaKeTLI YTBep~eHbl: 17.02.2025 

Test I IloKaJaTeJIL Result/ PeJyJILTaTLI Specification/ HopMa 
1 Description / Ooucauue 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 / 
H,n:enTHlj>HKaU.HH 

HPLC / B3)1{X 

KpyrJihie .l(B0XK0BLirryKJThie Ta6JieTKH, 
II0KpbITI,Je IIJieH0'IH0H o60JIO'IKOH 
6eJioro IJ,BeTa, C pHCK0H Ha 0)],H0H 
CTOp0He. Ha 11011epe'IH0M pa3pe3e -
H)],po 6eJioro IJ,BeTa. 

he retention time of the main peak in th 
hromatogram of test solution comply 
ith the retention time of the main pea 

in the chromatogram of Cetirizin 
ydrochloride reference standar 

olution. / 
BpeMH y)],ep)KHBaHIDI OCH0BH0ro IIHKa H 

/ Kpyrfilie )],B0HK0BLirryKJILie Ta6JieTKH, 
IIOKpbITI,Ie IIJieHO'IHOH o60JIO'IKOH 6eJioro 
HJIH II0'ITH 6eJioro IJ,BeTa, c pHCK0H Ha 0)],HOH 
CTOp0He. Ha 11011epe'IH0M pa3pe3e H)],po OT 
6enoro )],O II0'ITH 6enoro IJ,BeTa. 

he retention time of e mam pea m 
hromatogram of test solution should comply 
ith the retention time of the main peak in the 

hromatogram of Cetirizine Hydrochlorid 
eference standard solution (section "Assay"). 

BpeMH y)],ep)KHBaHIDI OCHOBH0ro IIHKa Ha 
Hc111,1zyeMoro pacTBop 

poMaTOrpaMMe HCIII,IzyeMoro pacTBop QJI)KHO COOTBeTCTBOBaTI, 
CO0TBeTcTByeT apeMeHH y)],ep)KHBaHJUI )],ep)KHBaHIDI 0CH0BH0ro IIHKa Ha 

CH0BH0ro IIHKa Ha xpoMaTOrpaMM poMaTorpaMMe CTaH)],apTH0ro pacTBop 
TaH)],apTHOro pacTBopa QeTHpH3HH u;eTHpH3HHa rH)],p0XJI0pH)],a (pa3)],eJI 

rH)],poxnopH)],a. <KonHtJecTBeHHoe oIIpe)],eneHHe» ). 

!
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe1Jaune: IlpoeyKT cooTBeTCTByeT Tpe6oaaHWI.M H}]; 3aKJ1101Jeu11e: O,llOJiPEHO 

Prepared by / Ilo)],roTOaneHo: Checked by/ IlpoaepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality flpoaepeuo (AOK): A ssurance/ Authorized person / 
Team Member control- Team Member Amol Ashokrao Rakshale- O)],o6peHo: O6ec11eqeHHe 

44--- CZ--
Quality Assurance- Team KatteCTBa!OTBeTCT.BCHHOe m1uo: 

Member n/ S. Haneef- Q(~ Hty Assurance- Team 
Member .....-

joate /}];ara: 31-12-2025 lloate /}];arn: 31-12-2025 lloate /,ll;ara: 31-12-2025 lloate /}];ara: 31-12-2025 I 



. •·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPfflWIIKATAHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo11vKT: IJ;eTPHH® Ta6JieTKH, IlOKDhITbie IlJieHoqHOM o6oJIO'IKOit 10 Mr 

Market/ PbIHOK : Russia I PoccIDI 

Batch No./ 
B2503486 

Batch Quantity / 5000000 tab/ 
Cepust .N!! 

: 
Pa3Mep cepuu 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP25002923 
Date of Analysis / : 30-12-2025 

AHaJIHTH'leCKHH 0T'leT .N"!! .[{aTa aHaJIH3a 

Date of Manufacture / 
13-11-2025 

Date of Expiry / 31-10-2028 
l(aTa DP0H3B0llCTBa 

: 
ro11eu 110 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0llCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-N!!(005456)-(Pr-RU) 
JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose11eu no H,l(: Jill-.N'!!(005456)-(Pr-RU)-150524 
Labeline: and artworks annroved: / MapKHPOBKa u MaKeTLI yrnep,K,D;en1,1: 17.02.2025 

.N'!! Test / IloKaJaTeJIL Result/ PeJyJILTaTLI Specification / HopMa 
UV- spectrophotometry / Complies / CooTBeTcTByeT rfhe UV-spectrum of the test solution and the 
Y<P- cneKTPoq>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<P-crreK'IphI nornomenIDI HCilhITYeMoro 
oacTBopa H CTaimapTHOro pacTBopa 
u;eTHpITTHHa rH):(J)0XJIOpH,!l;a B o6JiaCTH OT 200 
110 400 HM ll0JDKHhl HMeTb MaKCHMyMhl 
nornomeHIDI npH 0.ll,H0U H TO!! >Ke ).l,JlHHe 
B0JIHhl c .n:orrycTHMhIM 0TKJI0HeHHeM ± 2 HM. 

~ Water content/ [Not more than 8.0% / 
Co11ep:1Kauue B0llLI 2.7%/2,7% He 6oJiee 8,0 % 

4 Uniformity of dosage units / [Acceptance value (AV) should be not more 
O11uopo11uocTL ll03Hp0B3HHblX 4.8 I 4,8 ~ban 15.0 I IloKaJaTeJih npneMJieMOCTH (AV) 
e11uuuu flJ.OIDKen 6b1Th ue 6oJiee 15,0. 

5 Dissolution / PacTsopeHne Not less than 80% (Q) of the labeled amount 
of C21H2sClN2O3 • 2HC1 ( cetirizine 

100%; 103%; 97%; 101%; 100%; 99%. 
kiihydrochloride) after 30 min. / He MeHee 
80 % (Q) OT H0MHHaJibH0ro co.n:ep)l(aHIDI 
C21H25ClN2O3 ·2HCl (ueTHpH3HHa 
.ll,HTHJll)OXJIOpH,11;) 'lepe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanue: Tipo.IJYKT cooTBeTcTByeT Tµe6oBaHWJM H,11. 3aKJTt0'1euue: O)J.OJiPEHO 

Prepared by/ Ilo.n:roTOBJieHo: Checked by / IlpoBepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality Opoaepe.Ro (AOK): Assurance/ Authorized person I 
Team Member control-Team Member Amol Ashokrao Rakshale- OJlo6peRo: O6ecne'leHne 

~ a- Quality Assurance- Team Ka'!eCTBa!OraeTCTBeHHOe JIHUO: 
Member n/ S. Haneef- ~:aJity Assurance- Team 

Member / 

loate /,D;arn: 31-12-2025 lloate /)J.arn: 31-12-2025 lloate /)J.arn: 31-12-2025 lloate /)J.arn: 31-12-2025 I 



•·· Dr. Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPTH(f)HKAT AHAJIU3A 

Product: Cetrine film coated tablets, IO mg 
Opo.u;yKT: ~eTJ)HH® Ta6JieTKH, Il0KDbITble ITJieHO'iHOH o60JIO<JK0j:j, IO Mr 

Market/ PhIHOK : Russia / PoccHH 

Batch No./ 
: B2503486 

Batch Quantity / 5000000 tab I 
Cevm1 .N'!! PaJMeJJ cevun 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP25002923 
Date of Analysis / 

: 30-12-2025 
AuaJIHTH'tecKuii OT'leT .N'!! .l(aTa auaJIH3a 
Date of Manufacture / 

13-11-2025 
Date of Expiry / 31-10-2028 

lllaTa nvou3so.u;cTBa 
: 

ro.u;eu.u;o : 

Mfg. License No./ 
MA number:/ 

OpOH3B0,!l;CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-N2(005456)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose~eu no H,ll;: Jlll-.N'!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks annroved: / MaJJKHJJOBKa u MaKeTbl YTBev~eHhI: 17.02.2025 

6 Impurities/ DpnMecu 

Impurity A/ IN ot detected / He o6Hapy)KeHa 
Ilpmrnc1, A !Not more than 0.2 % / He 6onee 0,2 % 
Impurity BI Less than LOQ (LOQ = 0.010%) / HIDKe 
Ilpmt:ec1, B npe.u;ena KOJIH'lecTBeHHoro onpe.u;eneHIDI Not more than 0.2 % / He 6onee 0,2 % 
Impurity C / (IIKO = 0,010%) 
Ilpmt:ec1, C Not more than 0.2 % / He 6onee 0,2 % 
Impurity D / Not detected/ He o6Hapy)KeHa 
Ilpmt:ec1, D Not more than 0.2 % / He 6onee 0,2 % 
Impurity E / 0.004% /0,004% 
Ilpmt:ec1, E Not more than 0.2 % / He 6onee 0,2 % 
Impurity F / 0.02% /0,02% 
IlpHMec1, F Not more than 0.2 % / He 6onee 0,2 % 

!Not detected/ He o6Hapy)KeHa 

Any individual unidentified 0.07% I 0,01% INot more than 0.2 % / 
impurity I Jlio6rui: e.n;HHH'IHrui: He 6onee 0,2 % 
HeH.u;eHTHIPHI.J:HpOBaHHaH npHMec1, 

Total impurities I 0.2%/0,2% Not more than 2.0% / 
CYMMa rrpHMeceif He 6onee 2,0% 

'

Remarks : The Product confirms to ND/ 
llpuMe'laHHe: IIpo.u;yKT coomeTcTByeT TPe6oBaHIDIM H,D; 

"

Conclusion : APPROVED I 
3aKJllOlfeHJfe: O.l(O6PEHO 

Prepared by / IIo.u;roTOBJieHo: Checked by / IlpoBepeHo: Checked by (AQA) I Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IlpoBepeHO (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Arnot Ashokrao Rakshale- O.u;o6peuo: O6ecrreqeHHe 

¾-- a-- QuaJjty Assr7urance- Team KatiecTBal◊TBeTCTBeHHOe JIHI~o: 
Member S. Haneef- ~ ality Assurance- Team 

Member ,,,,, 

IDate /,D;aTa: 31-12-2025 IIDate /,D;arn: 31-12-2025 IIDate /,D;ara: 31-12-2025 llnate /,D;aTa: 3,1-12-2025 

I 

I 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTil<l>JIKA T AHAJIIl3A 

Product: Cetrine film coated tablets, 10 mg 
IIPOJIVKT: IJ.eTPHH® Ta6JieTKH, IlOKDbITbie nJieHoqHOM o6oJioqKoH, 10 Mr 

Market / PhlHOK : Russia / PoccIDI 

Batch No./ 
B2503486 

Batch Quantity / 5000000 tab/ 
Cepus1 .N'!! 

: 
Pa3Mep cepuu 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP25002923 
Date of Analysis / 

: 30-12-2025 
AnaJIHTH'leCKHH OT'leT .N"!! .L(aTa anaJIH3a 

Date of Manufacture/ 
13-11-2025 

Date of Expiry / 31-10-2028 
.L(aTa DPOH3BOJICTBa 

: 
ro)leH ,ll;O 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,D;CTBeHHaSI : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-N2(005456)-(Pr-RU) 
JIHUeH3HSI .N'!! 
Analysis performed according ND:/ AuaJIH3 npose,D;eu no H.L(: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeline: and artworks annroved: / MapKnpoeKa u MaKeTbI yrnep~eub1: 17.02.2025 

.N'!! Test / IloKa3aTeJib Result/ PeJyJibTaTbI Specification / HopMa 
7 Assay / KoJIH'leCTeeuuoe Not less than 9.0 mg and not more than 

onpe,D;eneuue 11.0 mg C21H2sClN2O3·2HCl (cetirizinc 
dihydrochloride) in tablet (between 90,0 % 

9.98 mg I 9,98 Mr and 110,0 % oflabel claim)./ OT 9,0 Mr .D;O 
99.8% I 99,8% 11,0 Mr C21H2sClN2O3·2HCl (uernp1mrna 

,ll;HTH.nJ)OXJJOpH,D;) B Ta6JieTKe (OT 90,0 % ,ll;O 
110,0 % OT HOMHHaJibHOro CO,D;ep)l{aHIDJ). 

8 Subdivision of tablets/ Complies / CooTBeTcTByeT rrhe tablets comply with the testl if not more 
L(eneuue Ta6JieTOK ~han 1 individual mass is outside the limits of 

85 % to 115 % of the average mass. The 
~ablets 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./ 
rra6JieTI<H COOTBeTCTB)'IOT TPe60BaHIDIM, ecm1 
He 6onee 1 e,D;HHffqHWI Macca OTKJIOIDieTc.ir 3a 
ape,D;eJibI 85%-115% OT cpe,D;HeM MaCCbl. 
rra6JieTKH He COOTBeTCTB)'IOT TPe6oBaHIDIM, 
ecJIH 6onee qeM 1 HH.D;HBH.D;yaJILHa.ir Macca 
OTKJIOIDieTC.il OT 3THX npe,D;eJIOB HJIH, eCJIH 1 
HH,ll;HBH.D;yaJibHa.iI Macca OTKJIOIDieTC.il 3a 
'II0e,D;eJibI 75%-125% OT cpe.D;HeH MaCCbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpnMeqauue: TTpoJJ.Yl(T cooTaeroTBye:r TPe6oaaHHJ[M Hp; 3aKJIIO'leBHe: O,ll;OliPEHO 

Prepared by I Ilo.D;rOTOBJieHo: Checked by / IlposepeHo: Checked by (AQA) I Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IlposepeHo (AOK): Assurance/Authorized person/ 
Team Member control-Team Member Amol Ashokrao Rakshale- O,no6peao: O6ecneqem1e 

~ 
Quality Asr7urance- :ream Ka'!ecraa/OTBeTCTBeBHOe JIHUO: 

t!/st-- Member S. Haneef- Qi~ality Assurance- Team 
Member ,.,,, 

loate /,D;arn: 31-12-2025 IIDate /,D;arn: 31-12-2025 IIDate /,D;arn: 31-12-2025 IIDate /p;arn: ; ;_12-2025 I 



••· Dr.Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo,llyKT: Uen>HH® ra6neTKH, noKDLIThre nneHoqHoH o6onoqKoH, 10 Mr 

Market / PLIHOK : Russia / PoccID1 

Batch No./ 
B2503486 

Batch Quantity / 5000000 tab / 
Ceousr .N"!! 

: Pa3Mep cepuu 
: 5000000 ra6 

Analytical Report No. / 
: 2002FP25002923 

Date of Analysis / 
: 30-12-2025 

AuaJIHTnqecKnii oyqeT .N!! )laTa auaJima 
Date of Manufacture / 

13-11-2025 
Date of Expiry / 31-10-2028 

)laTa DDOH3B0,llCTBa 
: ro.aeu ,llO 

: 

Mfg. License No./ 
MA number:/ IlpOH3B0,llCTBeuuasr : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N!!(005456)-(Pr-RU) 
JIHD;eH3HSI .N!! 
Analysis performed according ND:/ AnaJJH3 npoee,lleu no H)l: JIII-.N"!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapKnpoeKa u MaKeTLI VTBep~euL1: 17.02.2025 

.N"!! Test / IloKa3aTeJib Result/ PeJyJILTaTbl Specification / HopMa 
9 Microbiological purity* / 

MnKpo6noJioruqecKaH 
qncToTa* 
a) Total aerobic microbial count/ Not Applicable Not more than 1000 CFU/g / 
O6ru;ee qHcno a3po6m,rx He 6onee 1000 KOE/r 
MHKpOOpraHH3MOB 

Not Applicable 
b) Total combined yeasts and Not more than 100 CFU/g I 
mould count/ O6ru;ee qHcJio He 6oJiee 100 KOE/r 
.!qlO)IOI{eBbIX H nnecHeBbIX rpH60B Not Applicable 

c) E.coli Shall be absent in lg/ OTcyTCTBHe B 1 r 

10 Package / YnaKOBKa 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2 
blister. 2 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton. / Ilo 10 Ta6JieToK B a carton./ 
IIBX/II)lBX//amoMHHHeBOM 6JIHCTepe. !flo 10 ra6neTOK B 
Ilo 2 6JIHCTepa BMeCTe c JIHCTKOM- !fIBX/II)lBX//amoMHHHeBOM 6JIHcTepe. Ilo 2 
BKJia,ll},IllleM ynaKOBaHI,I B naqKy HJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
KapTOHH)'IO. BKJla,llbIIIleM ynaKOBaHI,I B na'IKY KapTOHH)'IO. 

* 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. / TipoBO,!UITCll npOH3B0,ll!ITeJleM npH BMnycKe nepHO)\H'leCKH: ,llJlll Kll)l()\OH 20-on cepHH HJIH He Mettee I pa3a B ro.11. TioKaJan:m, MOlKeT 6b1Tb He BKJIIO'leH 
B CepTHlfJHKaT aHaJJITTa lfiHpMbl. 

Remarks : The Product confirms to ND/ 
1

1:conclusion : APPROVED I 
IlpnMeqauue: Ilpo.r.yKT cooTBeTCTByeT TPe60BaHID1M H)l 3aKJ11oqenue: O)lO6PEHO 

Prepared by/ Ilo,llroTOBJieHo: Checked by I IlpoBepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IIpoBepeHo (AOK): Assurance/Authorized person/ 
Team Member control- Team Member Amol Ashokrao Rakshale- O.a.o6peao: O6ecrreqeHHe 

~ ~ 
Quality Ass5;7ance- .earn Ka"!eCTea/OTseTCTBeHHoe JIHu;o: 
Member S. Haneef- ~ uality Assurance- Team 

Member __,, 

!Date /)lam: 31-12-2025 IIDate /}];am: 31-12-2025 lloate /}];am: 31-12-2025 lloate /)lam: 31-12-2025 I 



•·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH (f>Bl(A T AIIAJill3A 

Product: Cetrine film coated tablets, 10 mg 
IIp0AYKT: UeTPHa® tt6JTeTKH, noKP.b!Tl,re nrreHoqHoH o6onotJKOM, 10 Mr 

Market / PbIHOK : Russia/ PoccIDJ 

Batch No./ 
B2503486 

Batch Quantity / 5000000 tab / 

CeoWI.N'!! 
: 

Pa3Mep cepnn 
: 

5000000 Ta6 

Analytical Report No./ 
: 2002FP25002923 

Date of Analysis / 
: 30-12-2025 

AuaJIHTnqecKHH oyqey .N'!! .[(aTB auaJinJa 

Date of Manufacture/ 
13-11-2025 

Date of Expiry / 
31-10-2028 

J{aTa DP0H3B0ACTBa 
: 

I'OAeH AO 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0)],CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JI.II-.N!!(005456)-(Pf-RU) 

JTHUCH3HH .N'!! 
Analysis performed according ND:/ AnaJIHJ npose)],eH no HJ{: Jill-.N!!(005456)-(Pr-RU)-150524 
Labeling and artworks annroved: / MaDKHDOBKa u MaKeTbI VTBCD,t;J:len1.1: 17.02.2025 

API name/ HanMenouanue ACl>C: Cetirizine dihvdrochloride / UeTHDHJHHa )],HrHJJ:POXJIOPHA 

INN /MHH: Cetirizine / UeTHDHJHH 
API manufacturer batch number/ BT00-25043 
HoMep cepuu DDOHJBOAHTeJIH ACl>C: 
FP Manufacturer API Batch number/ FBSA00207 
HoMep cepuH cy6CTaHUHH DPOH3B0)],HTeJIH r JICI>: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 
IlpoHJBOAHTeJib ACl>C, cTpaua: rnoxeM HH)],aCTPHec IlpaimHT nHMHTe)],, l'.IH)],IDI 

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 Mandal, Medchal 
HauMeHOBanue, a)],pec, JIHUeHJHH JJ:JIH Malkajgiri Distrist - 500090, Telangana State, India (license No 
IlpOH3BOACTBenuaH DJIOIUaJJ:Ka / IlJiorua)],Ka KOHTPOJIH 63/RR/AP/96/F/R). I IIpoHJBO)],CTBeHHoe IIO)],paJ)],eneHHe-11, 
KaqecTBa / IlJioruaAKa BbmycKa YqacTKH .N!! 42p, 43, 44p, 45p, 46p, 53, 54 H 83, Ea-qyrrannu 

BHJIJia)],)K, Ea-qyrraJIJIH MaHAaJI, Me~an ManaKa;1,;1<rupH 
~HcTpmcr - 500090, wTaT Tena1mrna, HH)],IDI (nHueHJIDI .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 (No. GMP/EAEU/RU/02346-2025 dt. 25 September 2025) 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». / 
3aKJU0'-1.euue O CUUTBeTCTBHH: <<HaCTU}lll.J,MM }l llUJ.J,Tlit:p>KJ.J,aJO, '!TO npHBe)],eHHM BbIWe HH4>opMaUID1 HBJIHeTCH .D:OCTOBCpHOH H 

TOqHOH. 3m cepIDI IIpO)],yl<IJ,HH rrpOH3Be)],eHa (BKJIIOqrur yrraKOBKY (MapKHpOBKY) H KOHTpOJII, KaqecTBa) Ha BbimeyKaJaHHOH 
rrpOH3B0)],CTBeHHOH IIJIOIIl,a)],Ke (IIJIOlll,a)],Kax) B IIOJIHOM COOTBeTCTBHH C Tpe6oBaHHHMH IlpaBHJI Ha)],Jle)R:alll,eH IIpOH3B0.D:CTBeHHOH 
rrpaKTHKH EBpaJHHCKoro 3KOHoMuqecKoro c0103a (.N!!GMP/EAEU/RU/02346-2025 OT 25 ceHTH6p.n 2025) H Tpe6oBaHIDIMH 
KOHTpOJIH KaqecTBa JieKapcTBeHHbIX cpe)],CTB, a Tal()R:e B COOTBeTCTBHH co crreIJ,H4>HK8ll,WlMH, CO)],ep)R:alll,HMHCH B perHCTpaIJ,HOHH0M 
)],OCbe CTpaHbI-HMIIOpTepa. 3arrHCH no IIpOH3B0)],CTBY, ynaKOBKe H aHaJIHJY rrpoBepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe 
Tpe6oBaHHHM IlpaBM Ha)],Jle)R:alll,eH IIpOH3B0.D,C'TBel:IBOH npaKTHKH Eepa:rni1c1<or o 3KOHOMffqeCKoro COIOJa». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
HpnMeqauue: Ilpo.n:yKT cooTBeTcTByeT Tpe6oBaHJ-uiM H~ 3aKJ11oqeene: o,n:OliPEHO 
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