
' •·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTll<l>IIKA T AHAJill3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo,nyKT: U:eJPHH® Ta6JieTKH, IlOKDI,ITI,Ie ITJieHO'IHOli o60JIO'IKOH, 10 Mr 

Market / PLrnoK : Russia I PoccIDI 

Batch No./ 
B2503486 

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

: 
Pa3Mep cepuu 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP25002923 

Date of Analysis / 
: 30-12-2025 

AuaJIHTH"leCKHii oT'leT .N'!! .l{aTa auaJIH3a 
Date of Manufacture / 

13-11-2025 
Date of Expiry / 

31-10-2028 
llaTa npou3eo,ncTea 

: 
ro.neu,no 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3BO,nCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N!!(005456)-(Pf-RU) 

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,neu no H.l{: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeline: and artworks annroved: / MapKnpoeKa u MaKeTLt yreepiK,l];eHLI: 17.02.2025 

Test I IloKa3aTeJIL Result/ Pe1yJILTaTLI Specification/ HopMa 
1 Description / Onucaune White coloured, rowid, 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. I side. White to off-white core on cross section. 

2 Identification / 
&euTncl>nKaunH 

HPLC/B3)1(X 

Kpyrni,re ~OHKOBhIITYKJII,Ie Ta6JieTKH, 
IlOKphITI,Ie ITJieHO'IHOli o60JIO'IKOH 
6enoro ueeTa, c pHCKOli Ha o,nHOH 
crnpoHe. Ha nonepe11HOM pa3pe3e -
~o 6enoro ueeTa. 

I Kpyrn1,1e ~oHKoe1,1nyKJI1,1e Ta6JieTKH, 
IlOKphIThie ITJieHO'IHOH o60JIO'IK00 6enoro 
HJIH IlO'ITH 6enoro QBeTa, c pHCKOH Ha o,nHOli 
CTOpOHe. Ha nonepe11HOM pa3pe3e H~O OT 
6enoro .no no11TH 6enoro ueeTa. 

lfhe retention time of the main peak in the The retention time of the main peak in the 
chromatogram ot' test solut10n comply chromatogram ot test solution should comply 
M'ith the retention time of the main peakM'ith the retention time of the main peak in the 
in the chromatogram of Cetirizinetchromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standard reference standard solution (section "Assay")., 
solution. I BpeMH y,nep)lmBaHHH ocHOBHoro nHKa Ha 
IBpeMH y,nep)l<HBaHIDI ocHOBHOro nHKa HalXpoMarnrpaMMe HCfilizyeMoro pacTBop2 
pcpoMaTOrpaMMe HCfilizyeMoro pacTBopa~OIDKHO COOTBeTCTBOBaTI, BpeMeHJI 
COOTBeTcTByeT BpeMeHH y,nep)l{HBaHHHty,nep)l<HBaHIDI OCHOBHOro nHKa Ha 
OCHOBHOro UHKa Ha xpoMaTorpaMMexpoMaTOrpaMMe CTatt,napTHOro pacTBop2 
CTatt,napTHOro paCTBOpa ueTHpH3HHa ueTHpH3HHa r~OXJIOpH,na (pa3,neJJ 
rn,npoxnopH,na. k<KonHtJ:ecTBeHHoe onpe,neneune» ). 

Remarks : The Product confmns to ND/ Conclusion : APPROVED/ 
Ilp11Me1Jaune: ITpo,zzyKT COOTBeTCTByeT Tpe6oeam1,iM H.U 3aKJI101Jenue: O,[(OEPEHO 

Prepared by / Ilo,nrorneneuo: Checked by/ IlpoeepeHo: Checked by (AQA) / Approved by: Quality 
D . Latha - Quality control- A . Susmitha- Quality IlpoBepeuo (AOK): Assurance/Authorized person I 
Team Member control- Team Member Amol Ashokrao Rakshale- O.no6peHo: 06ecneqeHHe 

~ cl-- Quality A ss5;7r ance- :ream Ka'Iecrna/OreeTCTBeHHOe JIHUO: 
Member S. Haneef-QQuality Assurance- Team 

Member 

ID ate /,n:aTa: 31-12-2025 IIDate /,n:aTa: 31-12-2025 IIDate f,n:am: 31-12-2025 I Date t,n:a.; 3-1-12-2025 



•·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTHfJ>HKA T AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
IIpo,lJ.yICT: U:en>HH® Ta6JJeTKH, IlOKDhIThie IIJieHOqHoH o6onoqKOH, 10 Mr 

Market/ PLIHOK : Russia / PoccIDI 

Batch No./ 
: B2503486 

Batch Quantity / 5000000 tab / 
CeouH .N'!! PaJMep cepuu 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP25002923 
Date of Analysis / 

: 30-12-2025 
AnaJiuTuqecKuii oTqeT .N'!! )l.aTa anaJiuJa 

Date of Manufacture/ 
13-11-2025 

Date of Expiry / 31-10-2028 
lllaTa noouJBOllCTBa 

: 
ro,l).eH,l).0 

: 

Mfg. License No./ 
MA number:/ 

IIpouJeo,lJ.cTeeunaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-N!!(005456)-(Pr-RU) 
JIHUeH3HH .N'!! 

Analysis performed according ND:/ AuaJiuJ npoee.LJ.eH no H)];: Jill-.N'!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks annroved: / MapKupoeKa u MaKen.1 VTeep,K.LJ.eHbI: 17.02.2025 

.N'!! Test I IIoKaJaTeJIL Result/ PeJyJILTaTbI Specification / HopMa 
UV- _spectrophotometry I Complies / CooTBeTcTByer The UV-spectrum of the test solution and the 
Y<l>- cneKTJ)OqJOTOMerpIDI Cetirizine Hydrochloride reference standard 

!Solution in the range 200 nm to 400 nm should 
~xhibit maxima absorbance at about the same 
:wavelengths with an allowed variation of ±2 
nm. I Y<l>-cneKrphI nornoru;eHIDI HCilhiryeMoro 
pacTBopa H CTaH,ll;apTHOro pacTBopa 
ueTHpH3HHa rH.LJ.POXJIOpH.LJ.a B o6naCTH OT 200 
,lJ.0 400 HM ,lJ.OJDKHhI HMeTb MaKCHMyMbl 
nornoru;eHIDI npH O.LJ.HOH H TOH )Ke ,lJ.JlHHe 
BOJlHhl c .LJ.OnyCTHMhIM OTKJIOHeHHeM ± 2 HM. 

3 Water content/ Not more than 8.0% / 
Co.LJ.ep,Kauue BO.LI.hi 2.7%/2,7% He 6onee 8,0 % 

4 Uniformity of dosage units/ Acceptance value (AV) should be not more 
O.LJ.HOpO.LJ.HOCTb ,lJ.03HpoeauubIX 4.8 / 4,8 ban 15. 0 / IIoKaJaTeJih npHeMJieMOCTH (AV) 
e,l).HHHU ,!l;OJI)KeH 6bnh He 6onee 15,0. 

5 Dissolution / PacTBopeuue Not less than 80% (Q) of the labeled amount 
of C21H2sClN2O3 ·2HCl ( cetirizine 

100%; 103%; 97%; 101%; 100%; 99%. 
dihydrochloride) after 30 min./ He Meeee 
80 % (Q) OT HOMHHaJihHOro co,nep)KaHIDI 
C21H2sClN2O3 ·2HCl (IIeTHpH3HHa 
nHrHlIDOXJIOPHll) qepe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMeqauue: IIpo,!J;yKT cooTBeTcTByer rpe6oBaHIDIM HA 3aKJiroqeuue: O)l.0:6PEHO 

Prepared by / IIo.woToBJieeo: Checked by / IlpoBepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IlpoBepeHo (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amo! Ashokrao Raksbale- O,no6petto: O6ecneqeHHe 

¼- Cl-- Quality A;;?suranc Team KaqecTBa/OTBeTCTBeHHOe JIHIIO: 
Member S. Haneef-l uality Assurance- Team 

Member -----

lnate /)];arn: 31-12-2025 lloate /)];a-ra: 3 1-12-2025 llnate fAarn: 31-12-2025 lloate /)J;arn: 31-12-2025 I 



•·· Dr.Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPTH'-l>DKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
IIoo.r.vKT: Qennrn® Ta6JieTKH, noKDbIThle ruieHoqHoii o6oJioqKow, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503486 

Batch Quantity / 5000000 tab / 
: : 

CepuH.N'!! Pa3Mep cepuu 5000000 Ta6 

Analytical Report No./ 
: 2002FP25002923 

Date of Analysis / 
: 30-12-2025 

AuaJIHTuqecKHii o~eT .N'!! JJ:aTa aHaJIH3a 

Date of Manufacture / 
13-11-2025 

Date of Expiry / 
31-10-2028 

l.llaTa npouJeo.r.cTea 
: 

ro.r.eu.r.o 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3BO.r.CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-N2(005456)-(PI'-RU) 

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AHaJIH3 npoee.r.eu no HJJ:: Jlll-.N'!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved: / MapKupoeKa H MaKeTLI yTBep,amenL1: 17.02.2025 

6 Impurities/ IlpHMecu 

Impurity A/ 
pHMecb A 

ot detected I He o6uapy)KeHa 
ot more than 0.2 % / He 6oJiee 0,2 % 

Less than LOQ (LOQ = 0.010%) I HIDKe Impurity B / 
IlpHMec1,B npe.r.eJia KOJIWieCTBemmro onpe,n:eJieHIDI ot more than 0.2 % / He 6oJiee 0,2 % 
Impurity C / (IIKO = 0,010%) 

pHMec1, C 
Impurity D / 
IlpHMec1,D 
ImpurityE / 

ot detected I He o6Hap~eHa 

0.004% /0,004% 
IlpHMecb E 
Impurity F / 0.02% /0,02% 
IlpHMecb F 

Not detected I He o6Hapy)KeHa 

Any individual unidentified 0.07% / 0,07% 
impurity / Jho6aH eJJ:I,UllfllHaH 
HeH.D:eHTHli>HL(HpOBaHHaH npHMeCb 

otal impurities / 0.2% / 0,2% 
CYMMa npHMeceH 

Remarks : The Product confmns to ND/ 
IlpuMeqauue: IlpOJJ:YKT cooTBeTcTByeT TPe6oBaHIDIM H,n: 

Prepared by/ IIo,n:roTOBneHo: Checked by/ IIpoBepetto: 
D. Latha - Quality control- A. Susmitha- Quality 

Checked by (AQA) / 
IIpoBepeHO (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 6onee 0,2 % 

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

ot more than 0.2 % / 

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

Conclusion : APPROVED/ 
3aKJiaoqeuue: O.ll:OliPEHO 

Approved by: Quality 
Assurance/ A utborized person / 

Team Member control- Team Member Amo] Ashokrao Rakshale- O.r.o6petto: O6ecneqeuHe 

~ 4 Quality Ass';7ance- ,earn Ka'leCTBa/OTaeTCTBCHHOe JIHL(O: 
Member S. Haneef-KQuality Assurance- Team 

Member __ 

loate t,n:ara: 31-12-2025 lloate 1.n:aTa: 31-12-2025 lloate /,n:aTa: 31-12-2025 lloate /.ll:aTa: 31-12-2025 I 



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

Product: Cetrine fihn coated tablets, 10 mg 
fiP0.!lVICT: "QeTPHH® 'ta6nenrn nOKDblT.hle IUieHoqHOli o60JIO'lKOH, 10 Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
B2503486 

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

: 
Pa3111ep cepmt 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP25002923 
Date of Analysis / 

: 30-12-2025 
AuaJJHTH'leCKUH OT'leT .N!! ,ll,aTa auaJJu3a 

Date of Manufacture / 
13-11-2025 

Date of Expiry / 31-10-2028 
Jl,aTa DP0H3B0.!lCTBa 

: 
ro.aeu .!lO 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0.!lCTBeHHaSI : 63/RR/AP/96/F/R 
HoMepPY 

: JilI-N2(005456)-(Pf-RU) 
JUtUeHJHSI .N"!! 
Analysis performed according ND: I AnaJJH3 npoBe.aeu no H,ll,: Jlll-.N"!!(005456)-(Pr-RU)-150524 
Labeline: and artworks annroved: / MavKHpostca u MatceTbI yrnep,imeeb1: 17.02.2025 

.N"!! Test I IloKa3aTeJJb Result/ Pe3yJJbTaTbI Specification / HopMa 

7 Assay I KoJJH'leCTBeuuoe !Not less than 9.0 mg and not more than 
onpe.aeJJeuue 11.0 mg C21H2sClN203 ·2HC1 ( cetirizine 

ktihydrochloride) in tablet (between 90,0 % 
9.98 mg I 9,98 Mr and 110,0 % oflabel claim). / OT 9,0 Mr .no 
99.8% I 99,8% 11,0 Mr C21H2sCIN203·2HCl (uernpro1rna 

.l(IITH,IIJ)OXJIOPHJJ:) B Ta6JieTKe ( OT 90,0 % .no 
110,0 % OT HOMltHaJibHOro co.nep)J{aHID!). 

8 Subdivision of tablets/ Complies / CoorneTcrnyeT The tablets comply with the test, if not more 
,U:e11euue Ta611eTOK 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 
ban I individual mass is outside these limits 

or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 
rra6JieTK0 COOTBeTCTByIDT TJ)e6oBaHIDIM, eCJIJi 
He 6onee 1 e,n0HH'1HIDI Macca OTKJIOIDieTcH 3a 
npe,neJibl 85%-115% OT cpe,nHeli MaCCbl. 
rra6JieTK0 He COOTBeTCTByIDT TJ)e6oBaHIDIM, 
~cn0 6onee qeM I 0H,!1;0B0,n;yan1,HaH Macca 
~TKJIOIDieTCH OT 3T0X npe,neJIOB rum, eCJili 1 
liH.l(BBB,n;yaJlbHaH Macca OTKJIOIDieTCH 3a 
lrroe,neJibl 7 5%-125% OT cpe,nHeii MaCCbl. 

Remarks : The Product coofinns to ND/ Conclusion : APPROVED / 
IIpnMe'lauue: Ilpo,n;y.KT cooT.Be'TCTByeT TJ)e6oBaHID!M HJJ. 3aKJUotteuue: O,ll,OliPEHO 

Prepared by / Ilo,nroTOBJietto: Checked by / IlpoBepetto: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality DposepeRo (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amo! Ashokrao Rakshale- 0JJ.o6peHo: 06ecrreqett0e 

~ ~ Quality Assur~nce-T am !<a"leCTBal0TBeTCTBeHROe JIBUO: 
Member S. Haneef--~Qualjty Assurance- Team 

Member .--

IDate !JJ.arn: 31-12-2025 IIDate IJJ.arn: 31-12-2025 IIDate/)::(aTa: 31-12-2025 I Date /JJ.aTa: 31-12-2025 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTHct»IIKA T AHAJIH3A 

Product: Cetrine film coated tablets, IO mg 
IIPOJlYKT: IJ;eTPHH® m6neTKH, IIOKDI>IThie nnettoqttoil: o6onoqKoil:, IO Mr 

Market/ PbIHOK : Russia / PoccIDr 

Batch No./ 
B2503486 

Batch Quantity / 5000000 tab I 
Cepm1 .N"!! 

: 
Pa3Mep cepuu 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP25002923 
Date of Analysis / 

: 30-12-2025 
AHa.rIHTH'leCKHii OT'leT .N"!! .IJ:aTa auaJIH3a 

Date of Manufacture / 
13-11-2025 

Date of Expiry / 31-10-2028 
.IJ:aTa npOH3B0}lCTBa 

: 
ro}leH }lO 

: 

Mfg. License No./ 
MA number:/ 

11poH3B0JlCTBeHHaB : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N2(005456)-(Pr-RU) 
JIHIJ:eH3HB .N"!! 
Analysis performed according ND:/ AuaJIH3 npoee}leH no H,n:: JIIl-.N"!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks annroved: / MapKnpoeKa u MaKeTLJ yyeep,im:euM: 17.02.2025 

.N"!! Test / 11oKa3aTeJib Result/ Pe3yJibT8TbI Specification / HopMa 

9 Microbiological purity* / 
MnKpo6uonoruqecKaH 
'IHCTOTa* 
a) Total aerobic microbial count I Not Applicable Not more than 1000 CFU/g / 
O6I11ee qHcno a3po6HI>rx He 6onee 1000 KOE/r 
MHKpOOpraHH3MOB 

Not Applicable 
b) Total combined yeasts and Not more than 100 CFU/g I 
mould count / O6I11ee qHcno He 6onee I 00 KOE/r 
JlpOXOKeBI>IX H IIJieCHeBI>IX rpH60B Not Applicable 

c) E. coli Shall be absent in lg I OTcyTCTBHe B I 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 IO Ta6neToK B a carton. I 
ITBX/IIW3X/ /amoMHHHeBOM 6JIHCTepe. Ilo IO m6neToK B 
[lo 2 6JIHCTepa BMeCTe c JIHCTKOM- IIBX/IIW3X//amoMHHHeBoM 6nHcTepe. Ilo 2 
BKJia.zu,111IeM ynaKOBaHI>I B naqKy HJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
KapTOHttylO. BKJiaJlI>IIIIeM ynaKOBaHI>I B rraqKy KapTOHH)'IO. 

* Perfonned 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. / ITpOBO,!IJITCll npOH3B0,lll!TelleM npH BhmycKe nepHO,llH'!ecKH: ,ll.llJI KIDK,llOH 20-ol! cepHH Hlllf He Mettee I pa3a B f0,1{. I1oKa3aTellL MOlKeT 61,[Tb He BKlllO'leH 
B CeprnqmKaT attanma cjmpMLI. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: IlpOJlYKT cooTBeTcTByeT rpe6oBaHIDrM H,D; 3aKJIJO'lenue: O.IJ:O.liPEHO 

Prepared by / Ilo,zi:rornBnetto: Checked by I DpoBepetto: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality l1posepeuo (AOK): Assurance/ Authorized person / 
Team Member con~Member Amo] Ashokrao Rakshale- O)].o6petto: O6ecrreqeHHe 

Lft-
Quality Assurance- Team KaqecTBa/OTBeTCTBeHHoe nm.i:o: 
Member ~ S. Haneef- ~.1uality Assurance- Team 

Member ___. 

loate l,n;arn: 31-12-2025 IIDate /,n;aTa: 31-12-2025 llnate /,n;am: 31-12-2025 lloate /,n;am: 31-12-2025 I 



•·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH«l>IIKA T AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
noo.11vwr: U:eTP1rn® r a6JleTKH, n0KPblTbJe ITJieHOl.JHOli o6oJIOtfKOH, 10 Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
: B2503486 

Batch Quantity/ 5000000 tab I 
CeplUI .N"! Pa:1Mep cepmt 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP25002923 

Date of Analysis / 
: 30-12-2025 

AuaJIHTnqecKnii oyqey .N'! )J,aTa attaJIH3a 

Date of Manufacture / 
13-11-2025 

Date of Expiry / 
31-10-2028 

)J,aTa npOH3BO.llCTBa 
: 

To,nee .llO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0.llCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JilI-N2(005456)-(Pr-RU) 
JJuu;eH3HB .N'! 
Analysis performed according ND:/ AuaJIH3 npoBe.lleH no H)J,: JIII-.N"!(005456)-(Pr-RU)-150524 
Labelfu2 and artworks approved: / Map1mpoeKa u MaKeTLI yraepX<QeH.bl: 17.02.2025 

API name/ HauMenoeauue A<l>C: Cetirizine dihydrochloride / IJ;enroH3HHa J:tHrmmoxnopM 
INN/MHH: Cetirizine / U:eTHDH3HH 
API manufacturer batch number/ BT00-25043 
HoMeP cepuu npon3BO.llHTeJIH A«l>C: 
FP Manufacturer API Batch number/ FBSA00207 
HoMep cepuu cy6cTauu;uu npou3eo.11uTeJIH r Jl<I>: 
API Manufactured by & country / Glochem Industries Private Limited, India / 
IlDOH3BO)IHTeJib A<l>C, CTDana: rnoxeM Hu.11acTPHec IlpammT JlHMHTe,n:, Hu,n: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 
HaHMt'HOBSHHt", a.11per, .1rn,,ennrn RTJ'II Mr1lkr1je,iri nistriM- 'i00090, Tefangana 8tate, India (license No 
IlpOH3B0,U:CTBeHHaH DJIOID;a,n:Ka / II.rro~a.llKa KOHTpOJIH 63/RR/AP/96/F/R). I IlpoH3BO.D:CTBeHHoe no.n:pa:3,n:eneHHe-II, 
KaqecTBa / IIJ1ow;a.11Ka BbIDYCKa Yqacnrn: N2 42p, 43, 44p, 45p, 46p, 53, 54 H 83, Ea-qynaJIJIH 

BHJIJiaroK, EaqynaJIJIH Matt,n:an, Me,n:qan ManaxaroKrnpH 
,ll;HClpHKT- 500090, UITaT TenaHraHa, 11H.llIDI (JlHIJ,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 (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». / 
3aKJUoqeuue O COOTBeTCTBHH: «HaCTO.!IIIJ,HM jJ IlO.llTBep)K.llaIO, l.JTO npHBe,n:eHHaSI BbIIIIe HHq>OpMaIJ,IDI KBJI.!leTC.11 .llOCTOBepHOH H 
TOl.JHOH. 3Ta cepIDI DpOJi:YKll,IDI DpOH3Be.11eHa (BKJilOl.Ja.11 ynaKOBKY (MapKHpOBKY) H KOHlpOJII, xaqecTBa) Ha BLirueyKaJaHHOH 
DpOH3B0.llCTBeHHOH ITJIOlll,a,n:xe (ITJIOlll,a,U:Kax) B ITOJIHOM COOTBeTCTBHH C Ipe6oBaHIDIMH IIpaBHJI Ha,n:Jie)l{alll,eH npOH3B0.llCTBeHHOH 
npaKTHKH EBpa3Hii:cxoro 3KOHOMHl.lecKoro c0103a (.MiGMP/EAEU/RU/02346-2025 OT 25 ceHTH6p.11 2025) H Ipe6oBaHIDIMH 
KOHlpOJI.11 KaqecTBa JieKapcTBeHHLIX cpe)(CTB, a TaK)Ke B COOTBeTCTBHH co cneIJ,Hq>HKaIJ,IDIMH, co.zi:ep)Kalll,HMHC.11 B perHCipaIJ,HOHHOM 
,u:oc1,e ClpaHLI-HMilOpTepa. 3anHCH no DpOH3B0.llCTBY, ynaKOBKe H aHaJIH3Y npoBepeHLI, H ycTaHOBJieHO HX COOTBeTCTBHe 
Ype6oBaHR.!IM IlpaBRJI Ha,n:Jie)Kalll,eli DpOH3B0,U:CTBeHHOii npaKTlfKH Espa:n1iic1<0ro 3KOHOMWiecxoro COI03a». 

1Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
llpnMeqauue: Ilpo.zi:yKT cooTBeTcTByeT Ipe6oaaHIDIM H,ll; 3aKJTIO'leuHe: O)J,OJiPEHO 
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