
Dr.Reddy's ~i• CERTIFICATE OF ANALYSIS 
CEPTH«l>HKA T AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
flPOJl.YJCT: I{eTPl1H® T86JJeTKH, TI0KPb!Tble IJJieHoqHOli o60JJ01.(KOW, 10 Mr 

Market / PblHOK : Russia / PoccIDI 

Batch No./ 
B2600072 

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

: 
Pa3Mep cepllH 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP26000094 

Date of Analysis / 
: 22-01-2026 

AuaJIHTHqecKHH oTqey .N'!! ,[(aTa auaJIH3a 
Date of Manufacture I 

18-12-2025 
Date of Expiry / 

30-11-2028 
,[(aTa np0H3B0.ll.CTBa 

: 
ro.neu,n:o 

: 

Mfg. License No./ 
MA number:/ 

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

: JITI-N!!(005456)-(Pf-RU) 
Jlltl{eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose,neu no H,[(: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labelinl! and artworks aooroved: / Map1mpoa1ra H MaKeTbl yrnep~euhl: 17.02.2025 

Test I IloKa3aTeJib Result/ PeJyJibTSTbI 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. 

2 Identification / 
u.r.euTm(mKaU:HH 

HPLC/B3)1{X 

Kpyrm.re .D.BO.IIKOBbIIIYKJThie rn6neTKH, 
II0KpbIThie IIJJeHoqHQH o6onoqKOH 
6enoro IJ;BeTa, c pHCK0H Ha o,n:HOH 
cTOpoHe. Ha rrorrepeqttoM p83pe3e -
.11~0 6enoro IJ;BeTa. 

I Kpyrm.1e .D.B0.11Kos1,1rryKJI1,1e rn6neTKH, 
II0KpbITbie IJJieuoqHoH o60JIO'IKOH 6enoro 
mm II0'ITH 6enoro IJ;BeTa, c pHCK0H Ha o,n:HOH 
CT0poHe. Ha nonepeqHOM p83pe3e H~O OT 
6enoro ,n:o rroqn-1 6enoro IJ;BeTa. 

The retention time of the main peak in the The retention time of the main peak in the 
chromatogram of test solution complychromatogram of test solution should comply 
rwith the retention time of the main peak with the retention time of the main peak in the 
in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standard reference standard solution (section "Assay")., 
solution. I BpeMH y,n:ep}l{HBaHHH ocH0BHoro IIHKa Ha 
BpeM.11 y,n:ep}l{HBaHIDI 0CH0BH0ro IIHKa HaxpoMaTorpaMMe HCIIbiryeMoro pacTBopa 
xpoMaTorpaMMe HCIIbiryeMoro pacTBopa,n:0JI}l{HQ C00TBeTCTB0BaTb BpeMem, 
C00TBeTcTByeT BpeMeHH y,n:ep}l{HBaHIDiy,n:ep}l{HBaHHH 0CHOBH0ro IIHKa Ha 
ocH0BHoro IIHKa Ha xpoMaTorpaMMc xpoMaTorpaMMe cTaH,n:apTHoro pacTBopa 
cTaH,n:apTHoro pacTBopa u;eTHpH3HHa ueTHpH3HHa r~oxnopH,n:a (p33,n:en 
rn,n:poxnopH,na. '<KOJiflqeCTBeHHOe onpe,n:enemt:e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMetJauue: Ilpo,n:yKT cooTBeTcTByeT Ype6osaHIDIM H,ZJ; 3aKJI101Jeuue: O,[(OliPEHO 

Prepared by/ Ilo,n:roTOBJieHo: Checked by/ IlposepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality flpoaepe1-10 (AOK): Assurance/ Authorized person I 
Team Member control- Team Member Amal Ashokrao Rakshale O,n:o6peHo: O6ecrreqeHHe 

Cg-
Quality Assurance- Team Ka'leCTBa!OTBeTCTBeHHOe JIHQ0: 

l2ef~ Member p S. Haneef- Qualr· . Assurance- Team 
Member 

lnate /)];am: ')_,'_!,_.Q / -LP~,1,llnate /,ZJ;arn :2.. J-q-9-ol.6 llnate /)];aTa: 1,,,-JriJ/ .- 1,-01.-P I Date /fl.ara: 1:-\.i\ -0 \....-2..o ~,k 



• •·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTHfl)HKA T AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo,n:yKT: 1(em1rn® Ta6JieTKH, IlOKObITbie IIJleHO'IHOH o60JIO'IKOH, 10 Mr 

Market/ PLIHOK : Russia / PoccIDr 

Batch No./ 
: B26OOO72 

Batch Quantity / 5000000 tab / 
Cepusr .N'!! Pa3Mep cepuu 

: 5000000 Tafi 
Analytical Report No. / 

: 2OO2FP26OOOO94 
Date of Analysis / 

: 22-01-2026 
AuaJIHTH'leCKHH OT'leT .N'!! )laTa auaJIH3a 

Date of Manufacture / 
18-12-2025 

Date of Expiry / 30-11-2028 
)laTa DPOH3BO,UCTBa 

: 
ro.ueu .uo 

: 

Mfg. License No. / 
MA number:/ 

IlpoH3BO,UCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-N!!(OO5456)-(Pr-RU) 
JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,ueu no H)l: Jlll-.N'!!(005456)-(PI'-RU)-150524 
Labeling and artworks annroved: / MapKnpoeKa H MaKeTLI YTBep,rmenhl: 17.02.2025 

.N'!! Test I IloKa3aTeJIL Result/ Pe3yJILTaThI Specification / HopMa 
UV- spectrophotometry / Complies I CoorneTcrnyeT The UV-spectrum of the test solution and the 
Y<I>- cneKTPo<fioTOMeTPIDr 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 
tnm. I Y<I>-cneKTPhI nornolI(eHIDr HCIIhrzyeMoro 
pacrnopa H CTatt,uapTHOro pacrnopa 
u:eTHpH3HHa rn.n:poxnopH):i;a B o6JiaCTH OT 200 
~o 400 HM .D:OIDKHbI HMeTh MaKCHM)'Mbl 
aornom:eHIDr npH O.D:HOH H TOH )Ke ,zumue 
BOJIHbI c JJ:OnyCTHMbIM OTKJIOHeHHeM ± 2 HM. 

~ Water content/ [Not more than 8.0% / 
Co,uep:m:aune BO.Uhl 3.0%/3,0% He 6onee 8,0 % 

4 Uniformity of dosage units / !Acceptance value (AV) should be not more 
O,11,uopO,ll,HOCTb ,U03HpOBaHHhlX 11.3/11,3 than 15.0 I IloKaJaTeJih npHeMJieMOCTH (AV) 
e,UHHHU p;OJI)Kett 6bITh ue 6onee 15,0. 

s Dissolution / PacTeopeune Not less than 80% (Q) of the labeled amount 
ofC21H2sClN203 ·2HCl (cetirizine 

95%; 101%; 103%; 100%; 100%; 100%. 
dihydrochloride) after 30 min./ He Mettee 
80 % (Q) OT HOMHHaJihHOro CO)J;ep)KaHIDr 
C21H2sClN203 ·2HCl (u,eTHpH3Jrna 
.UHrH.llPOXJIOPH.ll) <Jepe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
DpuMe'lanue: Ilpo.n:yKT coorneTcrnyeT TPe6oBaHIDrM H,[{ laKmo11e1rne: O)J;OBPEHO 

Prepared by / Ilo.n:roTOBJietto: Checked by/ IlpoBepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality llpoBepeuo (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amo! Ashokrao Rakshale 0 .n;o6peuo: 06ecneqeuHe 

~ 
Quality Assurance- Team 1<aqecTBa/OTseTcTBeHHoe nHu,o: 

~ Member ~ S. Haneef- Quaar· Assurance- Team 
Member 

loate /,[{arn: ?- 's,..-Q (--&~ II Date /,[{arn: 2..-]---vi ~ ;w 2.--t lloate /,[{arn: z._q,,.... o I ~ 1,0'2.-61 Date /,[{arn: 
-
~ \__J-{') I~ 



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

Product: Cetrine film coated tablets, 10 mg 
IJpoi:.yKT: Uennrn® Ta6JieTKH, ITOKDhIThie ITJieHoqHoir o6oJioqKoir, 10 Mr 

Market/ PhIHOK : Russia / PoccIDI 

Batch No./ 
: B2600072 

Batch Quantity / 5000000 tab / 
CeouH X!! Pa3Mep cepuu 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP26000094 

Date of Analysis / : 22-01-2026 
AuaJIHTH'leCKHii OT'leT X!! .Z:CaTa aHaJiu3a 

Date of Manufacture / 
18-12-2025 

Date of Expiry / 
30-11-2028 

.l{aTa DDOH3BO,!J;CTBa 
: 

roi:.eu ,!J;O 
: 

Mfg. License No. / 
MA number:/ 

IIpoH3BO,!J;CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: nTI-.N!!(005456)-(Pr-RU) 
JIHQeH3HH X!! 
Analysis performed according ND:/ AnaJIH3 npose)J;eu no H.z:c: JIIT-X!!(005456)-(Pr-RU)-150524 
Labelin2: and artworks approved: / MaoKnposKa u MaKen,1 yyseo,ic,z:i;eubr: 17.02.2025 

6 Impurities/ IlpuMecu 

Impurity A/ 
IlpHMechA 
ImpurityB / 

pHMecr,B 
Impurity C / 
IlpHMec1, C 
Impurity D / 
IlpHMec1, D 
Impurity E / 
IlpHMec1, E 

ot detected / He o6Hapy)I(eHa 

ot detected / He o6Hapy)I(eHa 

ot detected / He o6Hapy)I(eHa 

Less than LOQ (LOQ = 0.003%) / 
IDKe rrpe,ll;eJia KOJIIRecTBeHHoro 

orrpeJleJieHIDI (IlKO = 0,003%) 

Less than LOQ (LOQ = 0.023%) / HIDKe 

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 % / He 6oJiee 0,2 % 
mpurity FI 
pHMec1, F rrpe.D:eJia KOJIH'ieCTBeHHoro orrpeJ{eJieHIDI ot more than 0.2 % / He 6onee 0,2 % 

(llKO = 0,023%) 

ot detected / He o6Hapy)I(eHa 

Any individual unidentified 0.06% / 0,06% 
impurity / J1Io6aH eJ{HHIRHaH 
HeH):(eHTHCpHI.J;HpOBaHHaH IIpMMeCb 

otal impurities / 
CYMMa rrpHMeceii 

0.1%/0,1% 

!
Remarks : The Product confirms to ND/ 
IIpnMe'lanue: llpOJJ:YKT cooTBeTcTByeT TPe6oBaHIDIM H}:{ 

Prepared by / llo,n:roTOBJieuo: Checked by/ llpoBepeHo: 
D. Latha - Quality control- A. Susmitha- Quality 
Team Member control- Team Member 

tIJ-t--, d--

Checked by (AQA) / 
TlpoaepeHO (AOK): 

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

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

Conclusion : APPROVED / 
3aKmoqeuue: O.Z:COEPEHO 

Approved by: Quality 
Assurance/Authorized person/ 

Amo) Ashokrao Rakshale O.no6peHo: O6ecrreqeHne 
Quality Assurance- Team KatJecrea/OTBeTCTBem-1oe mi:uo: 

Member w S. Haneef- Qu~~·1ty Assurance- Team 
Member 

IDate J,n:arn: rz__ ~-fl/-~ IIDate /J.(a-ra: l- 5 w/- ;,o L ( lloate J,n:arn: 1,--3 rO / ,-- ,'J,02-b l Date l,n:arn: ~ L( '° \..-~v,t 



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

CEPTH<I>HKA T AHAJill3A 

Product: Cetrine film coated tablets, 10 mg 
HporrvKT: Ue-rpJ,fH® Ta6neTKJ1, nO.l<PbJTbte nnettoqttoif o6onoYIKOl'i, 10 Mr 

Market / PblHOK : Russia / PoccID! 

Batch No./ 
B2600072 

Batch Quantity I 5000000 tab I 
Cepnst.N"!! 

: 
PaJMep cepu11 

: 5000000 Ta6 
Analytical Report No./ 

: 2002FP26000094 
Date of Analysis / 

: 22-01-2026 
AuaJIHTH'leCKHii OT'leT N!! ,0:aTa auaJIHJa 
Date of Manufacture/ 

18-12-2025 
Date of Expiry / 30-11-2028 

)lan RPOH3B0JI.CTB3 
: 

ro.a.eu.a.o 
: 

Mfg. License No./ 
MA number:/ 

IIpOH3B0JI.CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N2(005456)-(Pf-RU) 
JUIUCH3HSI .N"!! 
Analysis performed according ND:/ AuaJIHJ npoee,!J,eu no H,ZJ:: Jill-.N"!!(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / Map1mpoe1ea u MaKeTbI yreep,KJI.enL1: 17.02.2025 

N!! Test / IIoKaJaTeJib Result/ PeJyJibTaTbl Specification / HopMa 
7 Assay / KoJIH'lecTeeuuoe !Not less than 9.0 mg and not more than 

onpe.a.eJienue l 1.0 mg C21H2sClN2O3·2HCI (cetirizine 
~ihydrochloride) in tablet (between 90,0 % 

10.01 mg I 10,0l Mr ~d 110,0 % oflabel claim). / OT 9,0 Mr .a.o 
100.1% I 100,1% 11,0 Mr C21H2sClN2O3·2HCI (:Qenrpw.nrna 

J:IID'H,!IJ)OXJIOpHJJ:) B Ta6neTKe ( OT 90,0 % ,no 
110,0 % OT HOMHHaJihHOrO co.n:ep)l(aHID!). 

8 Subdivision of tablets/ Complies I CooTBeTcTByeT The tablets comply with the test, if not more 
,ll;eJieune Ta6neToK .han 1 individual mass is outside the limits of 

85 % to 115 % of the average mass. The 
ab lets fail to comply with the test, if more 
han 1 individual mass is outside these limits 
or, if I individual mass is outside the limits of 
75 % to 125 % of the average mass. / 
rra6JieTKH COOTBeTCTBYJOT Tl)e60B8HIDIM, ecm1 
He 6onee 1 e,n:HHffllHIDI Macca OTI<JIOH.SleTCH 38 
npe,n:eJihI 85%-115% OT cpe,ll,HeH MaCChl. 
rra6JieTKH He COOTBeTCTBYJOT Tl)e60B8Hffj{M, 
ecnu 6onee qeM I HHJI.HBH,D:yaJihHax Macca 
OTI<JIOH.SleTCH OT 3THX npe.n:enoB HJIH, ecJIH 1 
J,fH,D:HBH,D:yaJihHaH Macca OTI<JIOH.SleTCH 3a 
lrme,n:eJihI 75%-125% OT cpe,l),Heii MaCChl. 

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

Ilpm,1eqau11e: ITpo.n.yKT cooTBeTCTByeT Tpe6oaaaw1M H)l 3aKJIIO'leuue: O)lO6PEHO 

Prepared by I ITo,n:roTOBJieuo: Checked by / IlpoBepeHo: Cllecked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality Dp0Bepet10 (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amol Ashokrao Rakshale O,n:o6peHo: O6ecrreqeHHe 

Quality Assurance- Team KaqecTBa/OTBeTCTBeHHOe JIHll,O: 

~ ct--- Member rt/ S. Haneef- Qua1~lty Assurance- Team 
Member 

loate /,[(am: f2-.~ _p I - 1....o~ joate /,[(ara: '2-~--01- :;i,o 16 lloate /,[(aTa: ~ .- o/,... W Z-l I Date /,[(am: ~ Ll--€> /- 'L-wU I 



• • •• Dr.Reddy's ~;• . 

-:---- - -

CERTIFICATE OF ANALYSIS 
CEPTHfl>HKAT AHAJIH3A 

Product: Cetrine film coated tablets, IO mg 
Upo.ayKT: QeTp.1rn® Ta6JJeTKH, TIOKP.blTbie IIJieHO'IHOH o6onO'll.<0M, 10 Mf 

Market / PhIHOK : Russia / PoccIDI 

Batch No./ 
B2600072 

Batch Quantity / 5000000 tab/ 
Cepm1 .M! 

: Pa3Mep cepmt : 5000000 Ta6 
Analytical Report No./ 

: 2002FP26000094 
Date of Analysis / 

: 22-01-2026 
AnaJJHTH'leCKHH OT'leT .N'!! ,[(aTa auann3a 
Date of Manufacture/ 

18-12-2025 
Date of Expiry / 30-11-2028 

1IaT3 DPOil3BO.llCTBa 
: 

ro.aeu.ao 
: 

Mfg. License No./ 
MA number:/ 

Ilpon3eo.acTeeuuaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-N!!(005456)-(Pf-RU) 
mmeu31n1 .N'!! 
Analysis performed according ND:/ AuaJJH3 npoee.aeu no 11,l(: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / MapKnpoeKa u MaKeThI yreep~eub1: 17.02.2025 

.N'!! Test I IloKa3aTeJih Result/ PeJyJJhTaTbI Specification / HopMa 
9 Microbiological purity* / 

MnKp06HOJIOrH'ICCKaH 
'IHCTOTa* 
a) Total aerobic microbial count/ Not Applicable [Not more than 1000 CFU/g / 
O6II1ee 'IHCJIO a3p06HbIX He 6oJiee I 000 KOE/r 
MHKpOOpraHH3MOB 

Not Applicable 
b) Total combined yeasts and [Not more than 100 CFU/g I 
mould count / O6II1ee 11ucJio He 6oJiee 100 KOE/r 
:apm101<eBI,IX H IIJieCHeBI,IX rpu6oe 

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. 3 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton. / Ilo IO m6JieTOK B a carton./ 
IlBX/II~X/ /amoMHHHeBOM 6JIHCTepe. Ilo 10 m6JieTOK B 
Ilo 3 6JIHCTepa BMeCTe c JIHCTKOM- IlBX/II~X//amoMHHHeBoM 6JIHCTepe. Ilo 2 
BKJia.llblllleM yna1<0BaHb1 B rra11Ky HJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
KapTOHttyIO. BKJia.ll)',IllleM yrraKOBaHbI B rra11Ky KapTOHttyIO. 

* 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. I ITpOB0,1\IITCll npOH3B0,1\HTeJleM npH BblnyCKe nepH0,1\1-!'!eCIOI: ,1\Jlll K!l)l(JJ.Oli 20-oli cepHH HJJH He MeHee I pa3a B ro.11. fIOKa3aTeJJb MO)l{eT 61,rr1, He BKJIIO'!eH 
B CepTmt,HKaT aHaJJH3a qmpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lauue: IlpOJJYKT cooTBeTcTByeT TPe6oeaHIDIM H,[( 3aK.rnoqeune: 0,[(0BPEHO 

Prepared by I Ilo.aroTOBJieHo: Checked by / IlpoaepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality ITpoBepeHO (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Arno! Ashokrao Rakshale Ono6petto: O6ecrreqem1e 

Quality Assurance- Team KatJ:eCTBa/OTBeTCTBeBH0e JIHQO: 

~ CB-- Member ;1/ S. Haneef- Qua1r· Assurance- Team 
Member , 

loate /,[(aTa: £_. '?, _£) , J_.o .1{ llnate /,[(am: 25--V 1- 70 ..>-.-t' lloate /,[(aTa: q_;,J. ,... 0 I ,.. w z-t I Date /,[(am: 
-

I S:'._v\-o i--~U 



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

Product: Cetrine film coated tablets, IO mg 
IlP0JlVKT: U eTPJm® -ra6neTKW, noKphlThte IJJieH01IHOli o6onO'lKOJ1, 10 Mr 

Market/ PhlHOK : Russia / PoccHH 

Batch No./ 
B2600072 

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

: 
Pa3Mep cepuu 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP26000094 

Date of Analysis / 
: 22-01-2026 

AHaJIHTH'leCKHH OT'leT .N"!! )];aTa auaJIH3a 
Date of Manufacture / 

18-12-2025 
Date of Expiry / 

30-11-2028 
l(an DPOH3B0}lCTBa 

: 
ro}leH }lO 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOJlCTBeeeaH : 63/RR/AP/96/F/R 
HoMepPY 

: JII1-.N!!(005456)-(Pf-RU) 

Jrnueu31111 .N"!! 

Analysis performed according ND:/ AnaJIHJ npose}leH no H)];: JilI-.N"!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapK11pos1ea u MaKeThI YTBep~eubl: 17.02.2025 

API name/ HauMeuosauue AcJ>C: Cetirizine dihvdrochloride / Uernmf3HHa JlIITHlIDOXJIOPM 
INN/MHH: Cetirizine / UeTHPH3HH 
API manufacturer batch number/ BTOOX25004 
HoMep cepuu npouJBOJlHTeJIH AcJ>C: 
FP Manufacturer API Batch number/ FBSA00297 
HoMep cepuu cv6cTaHUHH nPOH3B0.!IHTeJIH r JlcJ>: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 
IIpouJBOJlHTCJib AcJ>C, cTpaua: fnoxeM lfH,naCTPHec IlpaiiBHT JlHMHTe,n, MHJlHH 
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 
HauMeHOBanue, a,npec, JIHUeHJHSI JlJISI Malkajgiri Distrist - 500090, Telangana State, India (license No 
IIpOH3B0}lCTBCHHaH nJIOLUa.!IKa / IIJIOLUa.!IKa KOHTpOJIH 63/RR/ AP/96/F/R). I IlpomBO.!ICTBeHHoe no.npaJ.!leneHHe-11, 
Ka'leCTBa / IIJIOLUaJlKa BhmycKa YllaCTKH .N!! 42p, 43, 44p, 45p, 46p, 53, 54 H 83, EalJ:YilaJIJIH 

BHJIJiaJl)K, 6a1IynaJIJIH MaHJlaJI, Me,!1,1Ian ManaKa)],)Kmpu 
,[(HCTpHKT - 500090, unaT TenattraHa, MHJlllil (Jim.1,eHJHH N!! 

63/RR/ AP/96/F JR). 
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»./ 
3aKJIIO'leHHe O COOTBCTCTBHH: «HaCTOJIWHM JI no,n:TBep)K,!1,aJO, 1ITO npHBe,!l,eHHall Bb!We umpopMal.l,HJI JIBJIJleTCJI JlOCTOBepHOH H 
T01IHOli. 3Ta cepHH IlpOJlYKI.1,HH IlpOH3Be,n:eHa (BKJIIO'lall ynaKOBKY (MapKHpOBKY) H KOHTJ)OJlb KalJ:eCTBa) Ha BbIWeyKaJaHHOli 
npOH3BOJlCTBeHHOli nno11.1,a,n:Ke (nno11.1,a,n:Kax) B IlOJIHOM COOTBeTCTBHH C Tpe6oBaHHJIMH IlpaBHJI Ha,n:Jie)KaIIJ,eli np003BO,!l,CTBeHHOli 
npaKTH.KH EBpaJuiicxoro 3KOHOMH1IecKoro co103a (.N!!GMP/EAEU/RU/02346-2025 OT 25 ceHTH6p,i: 2025) H Tpe6oBaHHHMH 
KOHTpOIDI KalJ:eCTBa JieKapcrneHHhIX cpe,n:cTB, a TaK)Ke B COOTBeTCTBl.f.11 co Cll(jl..U1.qH1.KaU.m1.M11, C0,1.(ep)l(awHMHCJI B perHCTpaIJ,HOHHOM 
,!1,0Cbe CTpaHbI-HMilOpTepa. 3anHCH no IlpOH3BOJlCTBY, ynaKOBKe 0 aHaJIH3Y npoBepeHbI, H ycTaHOBJieHO 0X COOTBeTCTBHe 
Tpe6oaaHIDl:M Ilpamrn Ha,n:ne)KaIIJ,eli npOIDBO,llCTBeRHOH npaKTHKH EBpa3HliCKOro 3KOHOMH1IeCKOro COI03a». 

'

Remarks : The Product confirms to ND/ 
llpuMe'laHHe: Ilpo.n:yKT cooTBeTcTByeT Tpe6oBaHHHM H,[( 

'

'Conclusion: APPROVED/ 
3aKJIIO'leHne: O)];OJiPEHO 

Prepared by/ Ilo,!1,roTOBJieHo: Checked by I IlpoBepetto: Checked by (AQA) I Approved by: Quality 
D. Latha - Quality control- A . Susmitha- Quality IlpoeepeHO (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amo] Ashokrao Rakshale 0,n:o6petto: 06ecrre1IeHHe 

Quality Assurance- Team Ka1Iecrna/OTBeTCTBeHHOe JIHIJ,O: 

~ ~ Member 

tv 
S. Haneef- Quahi~ Assurance- Team 
Member 
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