
CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
IIPOJlYKT: Uennrn® Ta6neTKH, noKphITbie TIJieHO'IHOB 060JIO'IK00, 10 Mr 

Market/ PbIHOK : Russia / PoccIDI 

Batch No./ 
B2600070 

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

: 
Pa3Mep cepuu 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP26000093 

Date of Analysis / 
! 22-01-2026 

AHa.rtHTHqec1rnii oTqeT .N"!! )];aTa auaJin3a 

Date of Manufacture/ 
18-12-2025 

Date of Expiry / 30-11-2028 
)];aTa DJ)OH3B0JlCTBa 

: 
ro.z:i;eu.z:i;o 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0JlCTBeHHaSI : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N!!(005456)-(Pr-RU) 
JIHUeH3HSI .N'!! 
Analysis performed according ND:/ AnaJIH3 npoee.z:i;eu no H)];: JIII-.N"!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved:/ MapKHPOBKa u MaKen,I YTBep'1C,!J.eHI,I: 17.02.2025 

Test / IloKa3aTeJih Result/ PelyJILTaThI 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 / 
11,QeHTHlj>HKaQHSI 

HPLC /B3)I(X 

KpyrJibie )],BOJIKOBhinyKJibie Ta6JieTKH, 
DOKJ)hlTbTe TTJieHO'IH00 o60JIO'IK00 
6enoro QBeTa, C pHCK00 Ha OJlH00 
crnpoHe. Ha nonepe'IHOM pa1pe3e -
JI,!J;pO 6enoro QBeTa. 

/ KpyrJibie JlBOJIKOBhinyKJihTe Ta6JieTKH, 
JTOKJ)hTThTe DJieHO'IH00 o60JIO'IK00 6enoro 
HJIH IIO'ITH 6enoro QBeTa, c pHCKOH Ha O,!J;HOH 
CTOpOHe. Ha nonepe'IHOM pa3pe3e H,!1;p0 OT 
6enoro .z:i;o IIO'ITH 6enoro QBeTa. 

The retention time of the main peak in the The retention time of the main peak in the 
chromatogram of test solution comply chromatogram of test solution should comply 
with 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 standara reference standard solution (section "Assay"). 1 
isolution. I BpeMJI yJlep)l<HBaHIDI ocHOBHoro TIHKa Ha 
BpeMJI yJlep)l<HBaHIDI OCHOBHOro TIHKa Ha xpoMaTOrpaMMe HCIThITyeMoro pacTBopa 
rxpoMaTorpaMMe HCIThiryeMoro pacTBopa ,U:OJDKHO COOTBeTCTBOBaTb BpeMeHJI 
COOTBeTcTByeT BpeMeHH yJlep)l<HBaHIDiyJlep)l<HBaHHJI OCHOBHOro TIHKa Ha 
OCHOBHOro IIHKa Ha xpoMaTorpaMMe xpoMaTorpaMMe CTaH,ll;apTHOro pacTBopa 
t TaHJlapTHOro pacTBopa ueTHpH3HHa u;eTHpH3HHa rH,ll;pOXJIOPHJla (pa3JleJJ 
rHJlPOXJIOpHJla. «KOJIH'IeCTBeHHOe onpeJleJieHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqauue: IlpOJlYKT cooTBeTcTByeT TPe6oeaHHJIM H.ZJ: laKJitO"lenue: O)1;0:liPEHO 

Prepared by / IloJlroTOBJieHo: Checked by/ IIpoeepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality ITpoBepe1m (AOK): A ssurance/ Authorized person/ 
Team Member control- Team Member Amo! Ashokrao Rakshale O.n:o6pelfo: 06ecne<J:emie 

~ 
Quality Assurance- Team Ka'IeCTBa!OTBeTCTBeHHOe JIHQO: 

~ M ember w S. Haneef- Qualityf ssurance- Team 
Member 

lDate f.ZJ:arn: 9 ~ ,....o I -iO ~ IDate f.ZJ:arn: 13---0 I ~ W i. 6 I Date l,n:arn: ti,,.;>.---o I ~ ?,O ?-b Date /J];aTa: ~,.-{j \--wlb 



• •·· Or.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AIIA.Jill3A 

Product: Cetrine film coated tablets, IO mg 
IlpO:!(YKT: .Qennrn® Ta6JJeTK0, rrOKp1,m,re IIJJeHoqHoH o6ono~ow, IO Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
: B26OOO7O 

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

: 5000000 Ta6 
Analytical Report No./ 

: 2OO2FP26OOOO93 
Date of Analysis / 

: 22-01-2026 
AuaJinTuqecKnii o~eT .N'! ,U:a-ra auaJIH3a 

Date of Manufacture / 
18-12-2025 

Date of Expiry / 30-11-2028 
llaTa DPOH3BOJJ;CTBa 

: 
ro,!J,eH,!J,O 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOJJ.CTBeuuaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N!1(OO5456)-(Pf-RU) 
JIHUeH3HH .N'! 
Analysis performed according ND:/ AuaJIHJ npoee,[J,eu no H.l(: JIII-.N'!(005456)-(Pr-RU)-150524 
Labelini and artworks approved: / MapKnpoeKa u MaKeTLI yreep,imenL1: 17.02.2025 

.N'! Test / IloKaJaTeJIL Result/ PeJyJILTaTLI Specification / HopMa 
UV- spectrophotometry / Complies / CooTBeTcTByeT The UV-spectrum of the test solution and the 
IY<1>-crreKTP0$0ToMeTPttS1 Cetirizine Hydrochloride reference standard 

isolution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the same 
tw,1velength8 with ,1n ,1llnwe<l v,1ri,1tion of+? 
lmn. I Y<l>-cneKTPhI nornomeHIBI HCfiliryeMoro 
tpacTBopa H CTaimapTHOro pacTBopa 
ueTHpH3HHa rn,1J,poxnopn,1J,a B o6nacTH OT 200 
IJJ.o 400 HM )l:OJDKHbl HMeTb MaKCffMYMbl 
nornomeHIDI npH 0)1:HOH H TOH )Ke MHHe 
iBOJIHbl c )l:OnyCTHMJ,IM OTKJIOHeHHeM ± 2 HM. 

3 Water content/ Not more than 8.0% I 
CoJJ.ep;rcauue BOJJ.bl 3.3% I 3,3% He 6onee 8,0 % 

4 Uniformity of dosage units/ Acceptance value (AV) should be not more 
0)1:HOpO,!l,HOCTb )l:03HpOBaHHblX 2.8 / 2,8 than 15.0 I lloKaJaTen1, npHeMJieMOCTH (AV) 
e,!J.UHHU n:oJDKeH 6b1Th He 6onee 15,0. 

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

I 00%; 99%; 99%; 99%; 100%; 100%. 
dihydrochloride) after 30 min./ He MeHee 
80 % (Q) m HOMMH<lllhHOm c.o,n:~p,rrnHMSI 

C21H2sClN203·2HCl (ueTHpH3HHa 
ll(HrH)l:pOXJJOPM) qepe3 30 MHH. 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
,llpnMeqaHue: llpO)J:yKT cooTBeTcTByeT "Ipe6oBaHIBIM H,n: 3aKmoqeuue: O,U:OliPEHO 

Prepared by / IToJtro-roBJietto: Checked by / TipoBepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality llpoaepetto (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amo! Ashokrao Rak.shale 0)1:o6peHo: 06ecneqeHtte 

q- Quality Assurance- Team KaqecTBa/OTBeTCTBeHHOe JIHUO: 

~ Member ~ S. Haneef- Quali"] Assurance- Team 
Member 

!Date l,n:arn: <2-'s....O 1-1..P\.1, llnate /,l1;arn: 2.$-D I -!?C').b IIDate /,l1;aTa: 1::'>,.. 0 ) ,_..,,,.0%1 Date /,l1;ara: L/LI ..-0 t ~Ji 



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

Product: Cetrine film coated tablets, 10 mg 
Ilpo)).yKT: UeTpHH® m6neTKH, noKpbIThie TIJieHoqHott o6oJIOlfKOH, 10 Mr 

Market / PLIH0K : Russia / PoccIDI 

Batch No./ 
B2600070 

Batch Quantity / 5000000 tab / 
Cepusr .N'i, 

: 
PaJMep cepuu 

: 
5000000 Ta6 

Analytical Report No./ 
: 2002FP26000093 

Date of Analysis / 
: 22-01-2026 

Ana.JIHTHqecKuii oTqeT .M, )laTa aHa.JIH3a 

Date of Manufacture / 
18-12-2025 

Date of Expiry / 30-11-2028 
)laTa DP0H3B0)).CTBa 

: 
ro)).eH )).0 

: 

Mfg. License No. / 
MA number:/ 

Ilpou3eo)).cTeeuuasr : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N!!(005456)-(Pr-RU) 
JIHU:eHJHSI .N'!! 
Analysis performed according ND:/ AuaJIHJ npoee,lJ.eu no 11,l(: JTII-.N'!!(005456)-(Pr-RU)-150524 
Labelin~ and artworks aooroved: / MapKnpoeKa u MaKeTLI VTBeplKlJ:en1,1: 17.02.2025 

6 Impurities/ ITpuMecu 

ot detected I He o6Hapy)I(eHa 

ot detected I He o6Hapy)I(eHa 

ot detected I He o6Hapy)I(eHa 

Less than LOQ (LOQ = 0.003%) / 

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

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

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

Impurity A/ 
IIpHMeCb A 
Impurity B / 
IlpHMec1:, B 
Impurity Cl 
ITpHMecb C 
Impurity D / 
ITp»Mecb D 
Impurity EI 
IlpHMechE 
Impurity F / 
IlpHMech F 

U)I(e npe,n:ena KonuqecrneHHoro ot more than 0.2 % / He 6onee 0,2 % 
onpe,n:eneHIDI (IIKO = 0,003%) 

ot more than 0.2 % / He 6onee 0,2 % 
ess than LOQ (LOQ = 0.023%) / HU)I(e 
e,n:ena KonuqecrneHHOro onpe,n:eneH ot more than 0.2 % / He 6onee 0,2 % 

O= 0,023%) 

ot detected I He o6Hapy)I(eHa 

Any individual unidentified 0.06% / 0,06% 
impurity / JI106cur e,n:HttuqHaH 
HeH,n:eHTHq>HUHpOBaHHaH npHMeCb 

Total impurities / 
CYMMa npHMeceft 

0.1% I 0,1% 

Remarks : The Product confirms to ND/ 
1Ip11Meqa_m1e: IlpoeyKT cooTBeTcrnyeT Tpe60BaHID1M H.D, 

Prepared by / Ilo,n:rorneneHo: Checked by / IlpoeepeHo: 
D. Latha - Quality control- A. Susmitha- Quality 
Team Member control- Team Member 

41- cg-

Checked by (AQA) / 
I1poaepetto (AOK): 

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

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

Conclusion : APPROVED / 
3aKJ1101:Jeu11e: O)lOliPEHO 

Approved by: Quality 
Assurance/ Authorized person / 

Amo) Ashokrao Raksbale Ono6pe1-10: O6ecneqem,1e 
Quality Assurance- Team KalJecna/OTBeTcTBeHHOe m-1uo: 
Member ,\/. S. Haneef- Quahil Assurance- Team 

Member 

loate /,n:am: ~ 'l .-0{ -v).{. llnate /)lam:)_~--{) f- 9-C- 2-6 IIDate /)];am: "2--~ ,.-() J .-- i-0 '2--6 1 Date /)];aTa: ~~l~~ 



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

Product: Cetrine film coated tablets, 10 mg 
Ilpo11y1IT: Uennrn® Ta6neTKI1, noI<ObIThie IIJiettoqttoH o6onoqKoi1:, 10 Mr 

Market/ PLIHOK : Russia / PoccIDI 

Batch No./ 
B2600070 

Batch Quantity / 5000000 tab / 
CepnH .N'! 

: 
PaJMep cepu0 

: 5000000 Ta6 
Analytical Report No./ 

: 2002FP26000093 
Date of Analysis / 

: 22-01-2026 
AuaJIHTH'leCKHii OT'leT X! ,U:aTa auaJIH3a 
Date of Manufacture / 

18-12-2025 Date of Expiry / 30-11-2028 
,U:aTa Ul)OH3B0llCTBa 

: 
ro11eu110 

: 

Mfg. License No./ 
MA number:/ Ilpou3eo11cTeeuuaH : 63/RR/AP/96/F/R 
HoMepPY 

: nTI-.N!!(005456)-(Pr-RU) 
JiuueuJHH X! 
Analysis performed according ND: I AuaJIH3 npoee11eu no H,u:: Jlll-X!(005456)-(Pr-RU)-150524 
Labeline and artworks anoroved: / MapKHPOBKa u MaKeTbI VTBep)K,ll;eHbI: 17.02.2025 

.N'! Test I IloKaJaTeJib Result/ PeJyJILTaTbI Specification / HopMa 
7 Assay / KoJiuqecreeuuoe Not less than 9.0 mg and not more than 

onpe11eneuue 11.0 mg C21H25ClN1.0:1·2HCl (cetirizine 
dihydrochloride) in tablet (between 90,0 % 

10.04 mg I 10,04 Mr and 110,0 % oflabel claim)./ OT 9,0 Mr llO 
100.4% I 100,4% 11,0 Mr C21H2sClN203 ·2HCI (Qernp030Ha 

illl1r0llPOXJIOp0ll) B Ta6JieTKe (OT 90,0 % llO 
110,0 % OT HOM0HaJibHOro co11ep)l(aHIDI). 

8 Subdivision of tablets/ Complies / CooTBeTcTByeT rrhe tablets comply with the test, if not more 
,[(eneuue Ta6JieToK ~ban 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 
~ban 1 individual mass is outside these limits 
or, if 1 individual mass is outside the limits of 
r?5 % to 125 % of the average mass./ 
rra6JieTK0 COOTBeTCTBYJOT T})e60BaHIDIM, ecml 
ae 6onee 1 e,lJ.0HI,fqHruf Macca OTKJIOHHeTCH 3a 
ape)J.eJibl 85%-115% OT cpe11HeH MaCCbl. 
lfa6JieTK0 He COOTBeTCTBYJOT T})e60BaH0HM, 
~cn0 6onee qeM 1 0H)l:0B0JJ.YaJibHaH Macca 
OTKJIOIDieTCH OT 3THX npe)l:eJIOB 0JI0, ecJrn I 
HHllliBH)l:YaJibHair Macca OTKJIOIDieTCH 3a 
noeneJibI 75%-125% oT cpenttei1: Macc1,1. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lauue: IlpoJzyKT cooTBeTcTByeT -rpe60BaH0HM H,[( 3aKJIIO'leuue: O,ll;Ol>PEHO 

Prepared by / Ilo)l:roTOBJieHo: Checked by/ IlpoBepeHO: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IlpoBepeHO (AOK): Assurance/ Authorized person I 
Team Member control- Team Member Amo) Ashokrao Rakshale 0Ao6petto: 06ecneqett0e 

~ 
Quality Assurance- Team KaqecTBa/0TBeTCTBeRHOe JIHQO: 

~ Member ('\/ S. Haneef- Quari Assurance- Team 
Member 

loate /,n:aTa: 2--,'?, _Q f----l.P½, lloate l,n:arn: 9.g•-Q/.S'C).6 lloate l,n:arn: f)...J,,- "I ..--i,02--GI -,, ¼ Date/,[(arn: q__;...,(~1 ~ 



• •·· Dr. Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPTH«I>HKAT AHA.JIH3A 

Product: Cetrine film coated tablets, 10 mg 
IIPOAYKT: U:enmH® Ta6neTKH, IIOKDbITble IIJieHOlJHOH o60JI01IKOH, 10 Mr 

Market/ PLrnoK : Russia / PoccIDI 

Batch No./ 
B2600070 

Batch Quantity / 5000000 tab/ 
: : 

Cepust .N"!! PaJMep cepuu 5000000 Ta6 
Analytical Report No./ 

: 2002FP26000093 
Date of Analysis / 

: 22-01-2026 
AHaJIHTH'leCKHH OT'leT .N'!! )J;aTa aHaJIH3a 
Date of Manufacture / 

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

)laTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
JipOH3BOACTBeHHaSI : 63/RR/AP/96/F/R JIII-N!!(005456)-(Pf-RU) 

HoMepPY 
: 

JIHQeH3HSI .N'!! 
Analysis performed according ND: / AuaJIH3 npoBeAeH no H)l: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeline and artworks approved: / MapKHPOBKa u MaKeThl YTBep,rmeuhl: 17.02.2025 

.N'!! Test I IIoKaJaTeJIL Result/ PeJyJILTaThl Specification / HopMa 

9 Microbiological purity* / 
MuKpoouonoruqecKast 
'IHCTOTa* 
a) Total aerobic microbial count/ Not Applicable Not more than 1000 CFU/g / 
06mee 1IHCJIO inpo6Hbrx He 6onee 1000 KOE/r 
MHKpOOpraHH3MOB 

Not Applicable 
b) Total combined yeasts and Not more than 100 CFU/g I 
mould count / 06mee 110cno He 6onee 100 KOE/r 
APo:llOKeBhIX H IIJieCHeBbIX rpH60B Not Applicable 

c) E.coli Shall be absent in 1 g / 0TCYTCTBHe 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 Ta6neToK B ia carton./ 
ITBX/II,[J;BX/ /amoMHHHeBOM 6JIHCTepe. ITo 10 Ta6neTOK B 
ITo 2 6JIHCTepa _BMeCTe c JIHCTKOM- ITBX/II,a:BX//amoMHHHeBoM 6n0cTepe. Ilo 2 
BKJiaAbIIIIeM ynaKOBaHbI B rra1IKY 0.JIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
KapTOHH)'IO. BKJiaAbIIIIeM yrraKOBaHbI B rra11Ky 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,!\IITCJI rrpOH380,!\JITeJieM rrpw BblrryCKe rrepwo.11wqecKH: .1J.)IJI KaJK,l(OH 20-0H cepHH HJIH He Mettee I pa3a B ro.11. I1oKa3aTeJIJ, MO)KeT 6b!Tb He BKJIIOqeH 
B CepruqmKaT attanma qmpMbI. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMe'laHHe: TipoJzyKT COOTBeTCTByeT rpe6oeaHRHM H.ll laK.11t0'lenue: O)]:OliPEHO 

Prepared by/ Ilo):{roroBJletto: Checked by I Ilpoeepetto: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality TipoeepeHo (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amel Ashokrao Rakshale 0Ao6peRo: 06ecne1.Jem1e 

w Quality Assurance- Team J<a<JeCTBa!OrneTCTBeHHOe JlFIQO: 

~ 
Member f-1/' S. Haneef- Qua1Ji Assurance- Team 

Member 

lnate /,[l;a-ra: ')_ "},, ....Q.-1--..lo~ IDate /,[{aTa:[)3-- I •• &206U·~lloate /,[{a-ra: z,.~,.... CJ/ ..- -vD uj Date /)]:a-ra: ~ ~ 1...---<z.o t.-t 



• •·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTR <I>HKA T AHAJill3A 

Product: Cetrine film coated tablets, IO mg 
Ilpo.L(yKT: IJ;emHH® Ta6JieTKH, IIOI<DhIThre IIJieHO'IHoii o6oJIO'IKOii, IO Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
B2600070 

Batch Quantity / 5000000 tab / 

CepnH .N"!! 
: 

PaJMep cepuu 
: 

5000000 Ta6 

Analytical Report No. I 
: 2002FP26000093 

Date of Analysis / : 22-01-2026 
AuaJinTu'lecKnii OT'leT .N"!! )laTa auaJIHJa 

Date of Manufacture/ 
18-12-2025 

Date of Expiry / 
30-11-2028 

lllaTa nponJBO.L(CTBa 
: 

ro,L(eH .L(O 
: 

Mfg. License No. I 
MA number:/ 

IlpOH3B0.L(CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: Jil1-N2(005456)-(Pr-RU) 

JIHQeH3HSI .N°!! 
Analysis performed according ND:/ AuaJIH3 npoee.L(eH no H)l: JIIl-.N"!!(005456)-(Pr-RU)-150524 
Labeling and artworks annroved: / MapKnpoeKa u MaKeTbl yreep;K,O:eHbl: 17.02.2025 

API name/ HanMenoeauue AcJ>C: Cetirizine dihydrochloride / IJ;ernomHHa ,nHn,mpoXJiopH.L( 

INN/MHH: Cetirizine I IJ;eTHPH3HH 
API manufacturer batch number/ RT00X?.'1004, RT00-25058 
HoMep cepuu npouJBO.L(HTeJIH AcJ>C: 
FP Manufacturer API Batch number/ FBSA00297, FBSA00298 
HoMep cepuu cv6cTaHUHH DPOH3B0JlHTeJIH r JlcJ>: 
Al-'l Manufactured by & country/ Glochem lndustnes Pnvate L11mted, lnd1a / 
UponJBOJlHTeJib AcJ>C, cTpaua: rJioxeM MauaCTPHec IlpaiiBHT nHMHTe.n, MH,UIDI 
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 
HanMenoeauue, a.L(pec, JIHQeHJHH JJ.JIH Malkajgiri Distrist - 500090, Telangana State, India (license No 
IlpOH3B0.L(CTBeHHaSI UJiomaJJ.Ka / IIJiomaJJ.K3 KOHTpOJISI 63/RR/AP/96/F/R). I IlpomBOJlCTBeHHoe rro.npaJ,nenettHe-11, 
Ka"lecrua / IlJJomaJJ.Ka BbmycKa Y<IaCTKM N2 42p, 43, 44p, 45p, 46p, 53, 54 n 83, Iia<J:YIIaJIJIH 

BHJIJia.IVK, Iia<IyrraJIJIH Matt.nan, Me,ll;'lan ManaKa.IVKrnpn 
.n;ncYpHKT - 500090, mTaT TeJiattratta, Mtt.nIDI (nnu:eHJIDI 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 (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». / 
3aJCJUO'leHHe O COOTBeTCTBHH: «HacTOlllll.HM )1 rro.nTBep)l(.naro, 'ITO rrpHBe,D;eHHall BhIIIIe HHq>OpMaQMll HBJilleTCll ,ll;OCTOBepHOH H 

TO'IHOB. 3Ta cepID! rrpo.nyKQHH rrpomBe,neHa (BKJIIO'laH yrraKoBey (MapKHpOBKY) H KOHYpOJib Ka'leCTBa) Ha BbIIIIeyKaJaHHOB 
npOH3BO.O:CTBeHHOH IIJIOIIl.a.nKe (IIJIOIIl.a.nKax) B IIOJIHOM C0OTBeTCTBHH C Ype6oBaHID!MH IlpaBHJI Ha.D.Jie:>K:ameii DpOH3BO,ll;CTBeHHOH 
npaKTHKH EBpa3HHCKoro 3KOHOMH'lecKoro coro3a (N2GMP/EAEU/RU/02346-2025 OT 25 cettrn6pll 2025) H Ype6oBaHIDIMH 
KOHYpOJIH Ka'leCTBa JieKapcTBeHHhIX cpe,ncTB, a TaK:>K:e B COOTBeTCTBHH co crreu:Hq>HKaQIDIMH, co.nep:>K:alll.HMHCH B perncYpaQHOHHOM 
.ll.OCbe CYpaHhI-HMIIOpTepa. 3arrHCH no rrpOH3BO,ll;CTBY, yrraKOBKe H attanmy rrpoBepeHhr, H ycTaHOBJieHO HX COOTBeTCTBHe 
Ype6oBaHID!M Ilp8.Bl1JJ Ha.nne:>K:ameii rrp0113B0llCTBeJ-fJJ0H npaKnfKl.f EBpa311 BCKOro 3KOHOMH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
UpuMeqauue: Ilpo.nyKT cooTBeTCTsyeT Tpe6osaITTU1M HL{ 3aKJ110'1eHJJe: O,ll;06PEHO 
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