
= 

•·· Dr.Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHAJili3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.zi:vKT: UemHH® rn6JieTKH, TIOKPbIThre TIJieH01IHOM 060JI01IKOM, 10 Mr 

Market / PbIHOK : Russia I PoccIDI 

Batch No./ 
B2600191 

Batch Quantity / 5000000 tab/ 
Cepusr X!! 

: 
PaJMep cepuu 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP26000096 

Date of Analysis / 
: 22-01-2026 

AnaJJHTH'lecKuii OT'leT X!! ,llaTa anaJJuJa 

Date of Manufacture/ 
26-12-2025 

Date of Expiry / 
30-11-2028 

HaTa DPOH3B0)J:CTBa 
: 

ro.zi:en AO 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0,QCTBennaH : 63/RRIAP/96/F/R 
HoMepPY 

: nn-N!!(005456)-(Pr-RU) 

JJHUeHJHH X!! 
Analysis performed according ND:/ AnaJJH3 npose.zi:en no H,ll: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeline and artworks approved: / MapKHPOBKa u MaKeTbl yrnepiK)J.eHbI: 17.02.2025 

Test I IloKaJaTeJJb Result/ PeJyJJbTaTbI Specification/ HopMa 

1 Description / Onucauue White coloured, rowid, biconvex film White or off white coloured, rowid, 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 / 
m:.enTHlj>HK8QHH 

W,LC/B3)1{X 

KpyrJII,Je )J:BOHKOBbinyKJibre Ta6JieTKH, 
IIOKpbITI,Je TIJieH01IHOH o60JIO'IKOH 
6enoro IJ,Bern, c pHcKoii Ha O.QHOM 
crnpoHe. Ha nonepe'IHOM pa3pe3e -
H.QPO 6enoro IJ,BeTa. 

/ Kpyrm,re ABOHKOBbinyKJJbre Ta6JieTKH, 
IlOKpbITbie TIJieH01IHOM o60JIO'IKOM 6enoro 
HJIH IlO'ITH 6enoro IJ,BeTa, c pHCKOH Ha O)J:HOM 
CTOpOHe. Ha nonepe1IHOM pa3pe3e H.QPO OT 
6enoro .zi:o no1ITH 6enoro IJ,BeTa. 

rrhe retention time of the main peak in therrhe retention time of the main peak in the 
chromatogram of test solution complyK:hromatogram of test solution should comply 
with the retention time of the main peal< ~ith the retention time of the main peak in the 
in the chromatogram of Cetirizinc ~hromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standard reference standard solution (section "Assay"). 1 

solution. / apeMH y.zi:ep)IUIBaHHH OCHOBHOro nHKa Ha 
BpeMH y.zi:ep)l{HBaHHH OCHOBHOro TIHKa Ha ~poMaTOrpaMMe HCIThiryeMoro pacTBopa 
xpoMaTorpaMMe HCIIl,IryeMoro pacTBopa ~OJI)l{H0 COOTBeTCTBOBaTb apeMeHH 
COOTBeTcTByeT BpeMeHH y.zi:ep)l{HBaHIDiy.zi:ep)l{HBaHHH OCHOBHOro nHKa Ha 
OCHOBHOro IlHKa Ha xpoMaTorpaMMc xpoMaTorpaMMe CTaH)J:apTHOro pacTBopa 
cTaH.Ii:apTHOro pacTBopa ueTHpH3HHa u;eTHpH3HHa rH.Ii:poxnop11.zi:a (paJ.zi:en 
rn.z.poxnop11.zi:a. «KonH'!ecTBeHHOe onpe.zi:eneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: Ilpo,!J,YKT cooTBeTcTByeT TPe6oBaHHHM H~ 3aKJJIO'lenue: OJ(Ol>PEHO 

Prepared by / Ilo.zi:roToBneHo: Checked by / IlpoBepeHo: Checked by (AQA) I Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality ripoaepeHO (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amol Ashokrao Rakshale OJlo6peHo: O6ecrre'!eHHe 

~ 
Quality Assurance- Team KatfeCTBa!OTBeTCTBeHHOe JIHQO: 

Ysr✓ Member fr/ S. Haneef- Qual~·ty Assurance- Team 
M ember _ 

loate f.Z1:arn: fl,.-1,_o ,,....,2.-Pv{, lloate m aTa: 2 J'"fJ/- 1.-D),6 IIDate marn: 7,,_J.,--8 /,... <J,,O u I Date maTa: 'µ,\ ,.-0 \...--qp~ 
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•·· Dr.Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPTH <l>HKA T AHAJIJl3A 

Product: Cetrine film coated tablets, 10 mg 
ITpol{yKT: U.eTPfill® Ta6JJeTJ<l1, 0OKPblTb.le nrreHoqHoii o6oJJO'iKOli, 10 Mr 

Market / PhlHOK : Russia / PoccIDI 

Batch No./ 
: B2600191 

Batch Quantity / 
Cepus1 .N! PaJMep cep1rn 
Analytical Report No./ 

: 2002FP26000096 
Date of Analysis / 

AuaJJHTH'leCKHii OT'leT .N! )];aTa aH3JIH3a 
Date of Manufacture/ 

: 26-12-2025 
Date of Expiry / 

)l,aTa npOJIJBOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpOHJBOl{CTBeHHaH : 63/RR/AP/96/F/R 

HoMepPY 
mm euJHH .N! 

5000000 tab/ 
: 5000000 Ta6 

: 22-01-2026 

: 30-11-2028 

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

Analysis performed according ND:/ AuanuJ npoael{eu no H)l,: Jill-.N!(005456)-(Pr-RU)-150524 
Labeline: and artworks anoroved: / MapK1tpOBKa u MaKen.1 YTBep"<!l,eHbt: 17.02.2025 

.N! Test / IloKa3aTeJJL Result/ Pe3yJILT3Tbl Specification / HopMa 
UV- spectrophotometry / Complies / CooTBeTcTByeT lfhe UV-spectrum of the test solution and the 
Yet>- crreICTpo<tiornMeTpIDI 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 
run./ Yct.>-crreKTPoI rrornomeHIDI HclibrzyeMoro 
pacTBopa H CTaHJJ:apTHOro paCTBOpa 
[(eTHpH3HHa rn.n;poXJiopima B o6JiaCTH OT 200 
.n;o 400 HM ,!l;OJI)l(Hbl HMeTI> MaKCffMYMhl 
rrornomeHIDI rrpH O,!J;HOM H TOM )Ke ,!l;JIHHe 
BOJIHbI c .a:orryCTHMhIM OTKJIOHeHHeM ± 2 HM. 

~ Water content/ Not more than 8.0% I 
Co.n;ep:1Kauue BOALI 3.1% / 3,1% He 6onee 8,0 % 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O.t{HOpO.O:HOCTL .0:03HpOBaHHblX 2.3 I 2,3 han 15.0 I TioKaJaTeJih rrpHeMJieMOCTH (AV) 
el{HHHU: ~OJJ)KeH fihITh He 6onee 15,0. 

5 Dissolution / PacTsopeuue !Not less than 80% (Q) of the labeled amount 
ofC21H2sClN2O3·2HCl (cetirizine 

101%; 101%; 103%; 102%; 104%; 99%. 
dihydrochloride) after 30 min./ He Mettee 
80 % (Q) OT HOMHHaJihHOro co.n;ep)KaHIDI 
C?1 H1~CIN?O1 ·2HCI (uernpH3HHa 
~Hrimpoxnopim) 11epe3 30 MHH. 

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

IlpnMe'lauue: Ilpo.a:yKT coOTI3eTCTByeT TPe60BaHW1M H)l 3aKJIIO'leuue: O)I:OliPEHO 

Prepared by / Tio,n;roTOBnetto: Checked by/ TipoBepeHO: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IlposepeHo (AOK): Assurance/Authorized person I 
Team Member control- Team Member Amol Ashokrao Rakshale O.no6petto: O6ecrreqeHHe 

~ 
Quality Assurance- Team Ka<1ecTBa/O1'BeTCTBeHHOe mcuo: 

~ Member tV S. Haneef- Quali'~ Assurance- Team 
Member _ 

ioate /,D;aTa: Q_.,!!,-P 1 ~11.lloate t/l,a-ra: )..3"-··0 1- 20;.£ lloate t/l,aTa: CJ.,,3..- O/,.. ci-026' lloate /,[l;aTa: ,>-\ .--0 , ..... ~ I 



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

Product: Cetrine film coated tablets, 10 mg 
Ilpo.n:vKT: U:erpHH® Ta6JieTKH, IIOKPbIThle IIJieHOqHOH o6onoqKoil:, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

' 
Batch No./ 

B2600191 
Batch Quantity / 5000000 tab I 

Cepusr.N"!! 
: PalMep cepuu : 

5000000 Ta6 

Analytical Report No./ 
: 2002FP26000096 

Date of Analysis / 
: 22-01-2026 

AHaJIHTHqeCKHH OT'leT .N"!! ,I{aTa auaJIH3a 
Date of Manufacture/ 

26-12-2025 
Date of Expiry / 

30-11-2028 
lllaTa IIP0H3BOACTBa 

: 
ro.n:eu.n:o 

: 

Mfg. License No. / 
MA number:/ IlpOH3B0,!J;CTBeHHaSI : 63/RR/AP/96/F/R 
HoMepPY 

: mI-N2(005456)-(Pr-RU) 
JIHUeH3HSI .N"!! 
Analysis performed according ND:/ AuaJIHl npose.n:eu 110 H,I{: JITI-.N"2(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapKupoB1ca u MaKeTLI VTBep~euL1: 17.02.2025 

6 Impurities / IlpnMecu 

Impurity A/ 
IlpHMec1,A 
Impurity B / 
IlpHMec1, B 
Impurity C / 
IlpHMecL C 
Impurity D / 
IlpHMec1, D 
Impurity£/ 

ot detected I He o6Hapy)l(eHa 

ot detected I He o6Hapy)l(eHa 

ot detected I He o6Hapy)l(eHa 

ot detected I He o6Hapy)KeHa 

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

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

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

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

IlpHMec1, E 0.03% I 0,03% ot more than 0.2 % / He 6onee 0,2 % 
Impurity F / 
IlpHMec1, F Below Limit of Detection (LOD = ot more than 0.2 % / He 6onee 0,2 % 

0.015%) I HIDKe IIpe,n:ena o6Hapy)KeHIDI 
(IIO = 0,015%) 

0.06% I 0,06% 

Any individual unidentified 
impurity / JII06rui e,n:mnNHM 
HeH,n:eHTmpmi;HpOBaHHM IIpHMeCh 0.1 % / 0, 1 % 

otal impurities / 
CYMMa IIpHMeceil: 

'

Remarks : The Product confinns to ND/ 
Ilp11Me-..auue: Ilpo,zzyKT cooTBeTCTByeT rpe60Bat1lffiM H)]. 

Prepared by I Ilo,n:roTOBJieHo: Checked by / IlpoBepeHo: 
D. Latha - Quality control- A. Susmitha- Quality 
Team Member control- Team Member 

~ Cl-
loate /,n:aTa: &,.?. .Q I --l.P)l(. lloate /,[{aTa: ~-0 / _2,0 ;u 

Checked by (AQA) I 
IlpoBepeHO (AOK): 

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

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

Conclusion : APPROVED/ 
3aKJIJ0qeu11e: O11:OJiPEHO 

Approved by: Quality 
Assurance/Authorized person/ 

Amo! Ashokrao Rakshale O.n:o6peHo: O6eCIIeqeHHe 
Quality Assurance- Team Ka'ieCTBa!OTBeTCTBel:IHOe mui;o: 
Member tv s. Haneef- Qualr Assurance- Team 

Member _ 

lloate /,ll;aTa: 'j,-,!lrfJ/,...~i-( lnatet,n:aTa: 2 '--\ ,..,o \ ...--w21.6 



Dr. Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHAJilI3A 

Product: Cetrine film coated tablets, l O mg 
IlPOAVKT: .Uennrn® Ta6nencn, D0KPblTbJe IJJieHoqHQH o60JIO'IKOH, IO Mr 

Market / PLIHOK : Russia / PoccID! 

Batch No./ 
B2600191 

Batch Quantity / 5000000 tab / 
Cep1rn .N"!! 

: 
Pa3Mep cep11tt 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP26000096 

Date of Analysis / 
: 22-01-2026 

AuaJIHTHqecKHii oTqey .N"!! JJ:aTa auaJin3a 
Date of Manufacture/ 

26-12-2025 
Date of Expiry / 

30-11-2028 
JJ:an DPOH3BOACTB8 

: 
roJJ,CHAO 

: 

Mfg. License No./ 
MA number:/ 

IIpOH3BOACTBeHHaB : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-N!!(005456)-(Pf-RU) 
JIHuennur .N"!! 
Analysis performed according ND:/ AuaJIH3 nposeJJ,eu no H,n:: JIII-.N"!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MapKHPOBKa u MaKeTLI YTBep,imeubl: 17.02.2025 

.N"!! Test I 1IoKa3aTeJIL Result/ Pe3yJILTaTLI Specification / HopMa 
7 Assay / KoJiuqecTeeuuoe Not less than 9.0 mg and not more than 

onpeJJ,CJICHHC 11.0 mg C21H2sClN2O3·2HCl (cetirizine 
dihydrochloride) in tablet (between 90,0 % 

9.99 mg I 9,99 Mr land 110,0 % of label claim)./ OT 9,0 Mr AO 
99.9% I 99,9% 11,0 Mr C21H2sClN2O3·2HCl (l(eTlipH3HHa 

iAITTH.Z(l)OXJIOplf.!I:) B Ta6JieTKe ( OT 90,0 % )],O 

110,0 % OT HOMF!HaJILH0ro CO.Z(ep)l(aHIDI). 

8 Subdivision of tablets/ Complies / CooTBeTcTByeT rrhe tablets comply with the test, if not more 
ZJ;eJieuHe Ta6JieToK Ulan 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 
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. / 
Ta6JieTKF! COOTBeTCTBYJOT Ype6oBaHIDIM, eCJfH 
He 6onee 1 e)],HHl{tlHaJI Macca OTKJIOIDieTcH 3a 
npe.uemr 85%-115% OT cpe)].HeJi Macc1,1. 
rra6JieTIOI He COOTBeTCTBYJOT Ype6oBaHHHM, 
ecmr 6onee qeM I HH)].F!Blf.!J:YaJILHcUI Macca 
0TKn0B.l!eTCH OT 3T.11X npe)],eJIOB rum, ecJIH 1 
l{HJU,fBHtJY3.llf,H8-'I Macca OTKJIOIDieTCH 3a 
1npe.uem,r 75%-125% OT cpeJJ,HeH Macc1,1. -

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Ilpo,ny1<T cooTBeTcTByeT Ype6oBaHHHM H,ZJ; 3aKJHO'leH11e: OJJ:OEPEHO 

Prepared by / Ilo)].roTOBJieHo: Checked by/ IlpoBepetto: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality npoaepeHo (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amol Ashokrao Rakshale OAo6peHO: O6ecneqeHHe 

~ ~ 
Quality Assurance- Team KaqeCTBa!OTBeTCTBeHHOe JIHQO: 
Member r/ S. Haneef- Qualiii Assurance- Team 

M ember _ 

loate /,ZJ;ara: ,::i, ...t> 1 _-')J) v(., 
!:?«-

lloate /,ZJ;arn: A3-o/.~.?-0)-6 II Date / ,[{a Ta: zJ.rOl--ioit lloate /,ZJ;aTa: i q ~ \ -</,o~ I 



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

Product: Cetrine film coated tablets, 10 mg 
IlPOAYKT: UeTpl1.H® ra6neTKH, no1Cpb1Tb1e ruietto'Ittoii o6ono'!KO~, IO Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
B2600191 

Batch Quantity / 5000000 tab / 
: : 

Ceons .N'!! Pa3Mep cepnu 5000000 Ta6 
Analytical Report No./ 

: 2002FP26000096 
Date of Analysis / 

: 22-01-2026 
AuaJJHTnqecKnii oTqeT .N'!! .l(aTa auaJJu3a 
Date of Manufacture / 

26-12-2025 
Date of Expiry/ 30-11-2028 : : 

.l(aTa DDOH3BOJJ.crBa roJJ.eHJJ.O 
Mfg. License No./ 

MA number:/ 
IlpoH3BOJJ.CTBeHHaff : 63/RR/AP/96/F/R JIII-.N!!(005456)-(Pr-RU) 

HoMepPY 
: 

mmefflHH .N'!! 
Analysis performed according ND:/ AnaJJH3 npoeeJJ.eH no H,l(: JIIl-.N'!!(005456)-(Pr-RU)-150524 
Labeline: and artworks annroved: / MapKuposKa u MaKeTbI YTBeo)KJI,eHbI: 17.02.2025 

.N'!! Test / 1IoKa3aTeJJb Result/ PeJyJJbTaTbl Specification / HopMa 
9 Microbiological purity* / 

MnKpo6uoJ1oru•1ecKaH 
qffCTOTa* 
a) Total aerobic microbial count / Not Applicable iNot more than 1000 CFU/g / 
O6m;ee 'IHCJIO a.3po6m,rx He 6onee 1000 KOE/r 
MHKpOOpraHH3MOB 

Not Applicable 
lb) Total combined yeasts and Not more than 100 CFU/g I 
mould count / O6m;ee 1IHCJIO He 6onee 100 KOE/r 
JJ.PO)K)l{eBI,IX H IJJieCHeBblX rpH60B Not Applicable 

c) E. coli Shall be absent in 1 g / OTcyTcTBHe B 1 r 

10 Package/ YnaKOBKa IO tablets in PVC/PVDC//aluminum IO 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. / IIo 10 rn6neToK B a carton. / 
IIBX/II,[CT3X/ /amoMHHHeBoM 6nHcTepe. flo IO Ta6JieTOK B 
[Io 2 6JIHCTepa BMeCTe c JIHCTKOM- fIBX/II,ro3X//amoMHHHeBOM 6JIHCTepe. IIo 2 
IBKJiaJJ.bIIIIeM ynaKoBam,1 B na'IKY HJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
KapTOHH)'IO. BKJia,IU,IIIIeM 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,l\llTCll npOll3B0,l\ITTCJ!eM npll Bbl □yCKe nepllO,l\ll'!eCKM: ,l\Jlll KIDK,!(OH 20-0H cepllll llJlll He MeHee I pa3a B ro,l\. TIOK33aTeJII, MOlKeT 6b1Th He BKJIIOqeH 
B CepmcfmKaT aHaJill3a <jmpMLI. 

Remarks : The Product confirms to ND/ I Conclusion : APPROVED / 
IlpnMeqauue: IlpOJJ.YKT cooTBeTcTByeT TPe6oBaHIDIM HA 3aKmoqenHe: O,l1;06PEHO 

Prepared by / IToJJ.roTOBJietto: Checked by / IlpoBepetto: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality flposepeHO (AOK): Assurance/Authorized person I 
Team Member control- Team Member Amol Ashokrao Rakshale O.no6peHo: O6ecne1IeHHe 

4sf-7 a- Quality Assurance- Team 1<8':leCTBa!OTBeTCT.BeRHOe JIHQO: 
Member r/ S. Haneef- Quality,i ssurance- Team 

Member . ,,, 

IDate l,n:am: ,i...-':!,-PI -v Vb llDate /J],aTa: '2 '1y-f) / - 9'b2f. llDate /,l(aTa: 9,.-..:J.,-o /..- '),02-6' lloate /J],arn: ;x ~ "~ \-d--Oci-1 I 



II 

•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTll<l>IIKA T AHAJlll3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo,!J.yKT: UeTJJHH® Ta6JieTKH, IlOKphIThie IlJieHO'IHOH o6oJIO'IKOH, 10 Mr 

Market/ PhIHOK : Russia / PoccIDI 

Batch No./ 
B2600191 

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

: 
Pa3Mep cepuu 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP26000096 

Date of Analysis / 
: 22-01-2026 

AuaJrnTuqecKHH orqeT .N'!! ,lJ:aTa auaJIHJa 

Date of Manufacture/ 
26-12-2025 

Date of Expiry/ 
30-11-2028 

.l(aTa DPOH3B0,!J.CTBa 
: 

ro,!J.eH ,!J.0 
: 

Mfg. License No./ 
MA number:/ 

fipOH3B0,!J.CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: nn-.N!!(005456)-(Pr-Ru) 
JIHD,eH3HSI .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe,!J.eH no H.l(: JIIl-.N'!!(005456)-(Pr-RU)-150524 
Labeline: and artworks annroved: / MapKHPOBKa H MaKeThl nsep~eub1: 17.02.2025 

API name/ HauMeuosauue ACl>C: Cetirizine dihydrochloride / UeTHDH3HHa .D:HrH,!J.POXJIOPH,!J. 
INN/MHH: Cetirizine I UeTHPH3HH 
APT manufacturer hatch number/ BT00-25058 
HoMep cepuu npoH3BOAHTeJIH ACl>C: 
FP Manufacturer API Batch number/ FBSA00298 
HoMep cepHH cyocTaHD,HH DPOHJBO,!J.HTeJISI r JICI>: 
API Manufactured by & country/ Glochem Industries Private Limited, India/ 
IlpoH3BOAHTeJih ACl>C. cTpaua: rnoxeM 11:H.z:i:acTJ)Hec IlpaiiBHT TIHMHTe.n, MH.D:IDI 
Name, address, authorization No for J:4'.P manufacturing formulat10n Tech Ups -11, Survey No. 4'.Lp, 4.:l, 44p, 4,p, 4bp, 
site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal 
HauMeHOBauue, a.z:i:pec, JIHQeH3HSI .L(JISI Malkajgiri Distrist - 500090, Telangana State, India (license No 
fipOHJBO.L(CTBeHHaSI DJIOIQa.L(Ka / fiJIOIQa,!J.Ka KOHTpOJISI 63/RR/ AP/96/F/R). I IlpoH3Bo.z:i:crneHHoe rro.z:i:pa3.z:i:eneHHe-II, 
KaqecTBa / IIJIOIQa,!J.Ka BhrnycKa Y'laCTKH .N!! 42p, 43, 44p, 45p, 46p, 53, 54 H 83 , Eaqyrra.JIJIH 

8HJIJia.L()K, Eaqyrra.JIJIH MaH.z:i:an, Me.L('lan ManaKa.L()KmpH 
.ll:HCTPHKT- 500090, nnaT TeJiaHraHa, MH.D:IDI (Tim.1:eHJIDI .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». / 
3aKJIIO'lenue O COOTBeTCTBUH: «HacTOHlll.HM H IlO,!J.TBep)l{,!J.alO, '-ITO rrpHBe,!J.eHHaH BhIWe HHq>OpMaI.J,IDI HBJIHeTCH ,!J.OCTOBepHOH H 
TO'IHOH. 3Ta cepIDI rrpo_nyKI.J,HH rrpOH3Be,!J.eHa (BKJIIO'-laH ynaKOBKY (MapKHpOBKY) H KOHTPOJII, Ka11ecrna) Ha BhiweyKaJaHHOH 
rrpOH3B0,!J.CTBeHHOH IlJIOlIJ.a,!J.Ke (I1Jiorn.a,nKax) B IlOJIHOM COOTBeTCTBHH C TPe0OBaHIDIMH IlpaBHJI Ha,!J.Jie)l{aru:eii rrpoH3B0.L(CTBeHHOH 
rrpaKTHKH EBp33HiicKoro 3KOHOMH'IecKoro COI03a (.N!!GMP/EAEU/RU/02346-2025 OT 25 cettrn6pH 2025) H TPe6oBaHIDIMH 
KOHTPOJIH KatJecTBa JieKapcTBeHHbIX cpe.11.cTB, a TaK)l{e B COOTBeTCTBHH co cneI.J,Hq>HKaI.J,HHMH, co.z:i:ep)l(alIJ.HMHCH B perHCTPaI.J,HOHHOM 
.z:i:oc1,e CTPaHbI-HMilOpTepa. 3anHCH no npOH3B0.ll.CTBY, yrraKOBKe H aHaJIH3Y rrpoBepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe 
Tpe6oBaHIDJM ITpaBHJJ Ha,!J.Jle)l{ameii rrpOH3B0.L(CTBeHHOH rrpaKTHKH EBp33HHCKOro 3KOHOMH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 

I IlpHMeqanue: Ilpo.nyKT cooTBeTCTByeT TPe6oBaHIDIM H.D: 3aKnroqenue: O,ll;0:6PEHO 

Prepared by / Ilo.11.roTOBJieHo: 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 Amol Ashokrao Rakshale O.n.o6peHo: O6ecrretJeHHe 

~ q- Quality Assurance- Team KatJecTBa/OTBeTCTBeRHOe JIHI.J,O: 
M ember 

IV S. Haneef- Quahi! Assurance- Team 
Member 

loate t,n:arn: '2--'l ...P 1--)-.P v1. lloate /.D:arn: 2,.3-'D(--JfJJ,£ llnate l,n:arn: ')_!1. ,tJ/ .-'7,,0,uJ lloate t,n:arn: ;_ \.--u\.--ciD)l, I 


