
•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH«l>HKAT AHAJilI3A 

Product: Cetrine film coated tablets, IO mg 
Ilpo,a:yKT: Uennrn® rn6neTKH, n0KpbIT1,1e TIJieHO'IHOH o6ono'IKOH, IO Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503485 

Batch Quantity / 5000000 tab / 
: 

PaJMep cepuu 
: 

5000000 Ta6 Cepusr .N"!! 

Analytical Report No. / 
: 2002FP25002922 

Date of Analysis / : 30-12-2025 
AuaJIHTnqecKuii o~eT .N!! )laTa auaJIHJa 
Date of Manufacture/ 

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

)laTa DP0H3B0)ICTBa 
: 

ro.a:eu )10 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BO)ICTBeHHast : 63/RR/AP/96/F/R 
HoMepPY 

: Jil1-N!!(005456)-(Pr-RU) 

JIHQeHJHSI .N"!! 

Analysis performed according ND:/ AHaJIHJ npose,a:eu no H)l: JIII-.N!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MapKuposKa u MaKeTLI YTBep)KJJ.eHLI: 17.02.2025 

Test / IloKaJaTeJih Result/ PeJyJILTaThI 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 / 
MJlenTuq, u~auust 

HPLC/B3)1{X 

Kpyrn1,1e /l:BOHKOBbJrryKJII,Ie Ta6neTKH, 
IlOKpbIThie TIJieHO'IHOH o6onoqKoH 
6enoro J.U3eTa, C pHCKOH Ha 0/l:HOH 
cTOpoHe. Ha nonepe'IHOM pa3pe3e -
H,n:po 6enoro QBeTa. 

/ Kpyrn1,1e /l:BOHKos1,1rryKJI1,1e Ta6neTKH, 
IlOKpbIThJe TIJieHO'IHOH o6onoqKoH 6enoro 
HJIH TIO'ITH 6enoro QBeTa, C pHCKOH Ha 0/l:HOH 
cTOpoHe. Ha nonepe'IHOM pa3pe3e H,n:po OT 
6enoro ,n:o no'ITH 6enoro IJ,BeTa. 

The retention time of the main peak in therrhe retention time of the main peak in the 
chromarngram o'f rest solmion comply chromatogram of test solution should comply 
with the retention time of the main peakwith the retention time of the main peak in the 
in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standardreference standard solution (section "Assay"). 1 

solution. I BpeMH y,n:epxrnsaHIDI ocHOBHoro TIHKa Ha 
BpeMH y,n:epxrnBaHIDI OCHOBHOro TIHKa HaxpoMaTorpaMMe HCilbiryeMoro pacTBopa 
xpoMaTorpaMMe HCilbiryeMoro pacTBopa )IOJDKHO COOTBeTCTBOBaTb BpeMeHH 
COOTBeTCTByeT BpeMeHH y,n:epxrnBaHIDI y,n:ep:iI<HBaHIDI OCHOBHOro TIHKa Ha 
OCHOBHOro IlHKa Ha xpoMaTOrpaMMe xpoMaTorpaMMe CTaH,n:apTHOro pacTBopa 
CTaH,n:apTHoro pacTBopa IJ,eTHpHJHHa u;eTHpH3HHa rn,n:poxnopH,n:a (paJ,a:en 
rH.D:poxnopH)la. <KonH'lecTBeHHoe onpe,n:eneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqaune: IIpo,n:yKT COOTBeTCTByeT 1'pe6osaHHHM H.lJ: 3aK'JllO'leHHe: O)lOJiPEHO 

Prepared by / IIo,n:roTOBJieHo: Checked by/ IIposepeHo: Checked by (AQA) / Approved by: Quality 
D . Latha - Quality control- A. Susmitha- Quality Ilposepeeo (AOK): Assurance/Authorized person I 
Team Member control- Team Member Amol Ashokrao Rakshale- O.u,o6peHo: O6ecne'leHHe 

~ 
Quali ty Assurance- Team KaqecTBa/OrBeTCTBeHHOe JIHIJ,0: 

~ Member ~ Cb. Venkateswara rao- Quality 
Assurance- Team Member 

lo ate t,n:arn: 31-12-2025 lloate f,n:aTa: 31-12-2025 lloate t,n:arn: 31-12-2025 II Date t,n:arn: 31-12-2025 t':., v.A9'v.,.I 



•·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTil«I>IIKAT AHAJill3A 

Product: Cetrine film coated tablets, IO mg 
IIP0,1.0'KT: U:enJirn® Ta6JieTKH, IIOKDI,ITI,Ie IIJieHO'IHOH o6oJIO'IKOH, 10 Mr 

Market / PhIHOK : Russia I PoccID1 

Batch No./ 
B2503485 

Batch Quantity / 5000000 tab / 

CePHH .N'!! 
: 

Pa3Mep cepuu 
: 

5000000 Ta6 

Analytical Report No. / 
: 2002FP25002922 

Date of Analysis / 
: 30-12-2025 

AuaJJHTnqeci.:uii oTqeT .N'!! .ll;aTa auaJJHla 

Date of Manufacture/ 
10-11-2025 

Date of Expiry / 
31-10-2028 

,l{aTa DPOH3B0.IICTBa 
: 

ro.11eu.110 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3BO.IICTBeuuaH : 63/RR/AP/96/F/R 
HoMepPY 

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

JIHIJ;eH3HH .N'!! 
Analysis performed according ND:/ AuaJJHl npose.11eu no H)l;: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks annroved: / Mapi.:uposi.:a H MaKeTLI YTBep,K,1J.eub1: 17.02.2025 

.N'!! Test I IIoi.:alaTeJJh Result/ PelyJihTaThI Specification / HopMa 
UV- spectrophotometry / Complies / CooTBeTcTByeT The UV-spectrum of the test solution and the 
Y<D-crreKTpO~OTOMeTpIDI K:etirizine Hydrochloride reference standara 

isolution in the range 200 nm to 400 nm shoula 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm. I Y <D-crreKTphI rrorno~eHIDI 0c111,1zyeMoro 
pacTBopa H CTaH.llapTHOro pacTBopa 
u:ernpH3HHa rH)]J)OXJIOpH.11a B o6JiaCTH OT 200 
)1.0 400 HM .IIOIDKHhl HMeTb MaKCHMYMbl 
rrorno~eHIDI. IIpH O,!J;HOH H TOM )Ke ,!J;JIHHe 
BOJIHI,I c ,!J;OIIyCTHMhIM OTKJIOHeHHeM ± 2 HM. 

13 Water content/ Not more than 8.0% / 
Co.11epi1Cau0e BO.llhl 3.0%/3,0% He 6onee 8,0 % 

4 Uniformity of dosage units/ Acceptance value (AV) should be not more 
O.11Hopo.11uoCTh .1103Hp0B3HHblX 4.6 / 4,6 than 15.0 I IloKa3aTeJII, rrpHeMJieMOCTH (AV) 
e.llHHHU .IIOIDKeH 6LITI, He 6oJiee 15,0. 

5 Dissolution / PacTBopeuue Not less than 80% (Q) of the labeled amount 
of C21H2sClN203 • 2HC1 ( cetirizine 

99%; 96%; 100%; 100%; I 00%; 99%. 
dihydrochloride) after 30 min./ He MeHee 
80 % (Q) OT HOMHHaJII,HOro COJ].ep)l(aHIDI 
C21H2sClN203·2HCl (UeTHpH3HHa 
l.!IHrH.IIPOXJIOPH.11) qepe3 30 MHH. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMelfaHue: IlpO.llJKT cooTBeTcTByeT Tpe60BaHID1.M H)l; 3aKJJJO'lenue: O,ll;OliPEHO 

Prepared by / Ilo.11roTOBJieHo: Checked by / IIpoBepeHo: Checked by (AQA) / Approved by: Quality 
D . Latha - Quality control- A. Susmitha- Quality ITposepeHo (AOK): Assurance/Authorized person/ 
Team Member control- Team Member Amol Ashokrao Rakshale- 0.1106peno: 06ecneqem1e 

w QuaUty Assurance- Team 1<aqecTea/OTBeTCTBeHHOe m1uo: 

~ Member tv Cb. Venkateswara rao- Quality 
Assw·ance- Team Member 

IDate /,n:arn: 31-12-2025 lloate /,n:arn: 31-12-2025 lloate l,n:arn: 31-12-2025 lloate /,n:arn: 31-12-2025 ~ ,yt9~1 



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

Product: Cetrine film coated tablets, 10 mg 
IlPO.llYKT: n eTPI-iH® nt6Jiel'J<H, nOKDhlT6Ie IDieHOqHoil: 060JIO'iKOH, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
: B2503485 

Batch Quantity / 5000000 tab I 
: 

Cepm1.N"!! Pa3Mep cep1m 5000000 Ta6 

Analytical Report No. / 
: 2002FP25002922 

Date of Analysis / 
: 30-12-2025 

AnaJJHTH'lecKuii OT'leT .N"!! .lJ:aTa auaJJu3a 
Date of Manufacture/ 

10-11-2025 
Date of Expiry / 

31-10-2028 
JJ:aTa DP0H380Jl.CTB3 

: 
roi.eH AO 

: 

Mfg. License No./ 
MA number:/ 

IlpoH3BOACTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIIl-N!!(005456)-(Pr-RU) 
JIUU.eH3HSI .N°!! 
Analysis performed according ND:/ AnaJJm npoeeJJ;eH no 11,lI;: JIII-.N"!!(005456)-(Pr-RU)-150524 
Labelinl! and artworks aonroved: / MapKJrpOsKa u MaKeThI yrsep~eHLI: 17.02.2025 

6 [mpurities / IIpuMecu 

ot detected I He o6Hapy)l(eHa 
ot more than 0.2 % / ue 6onee 0,2 % 

Less than LOQ (LOQ = 0.010%) / HIDKe 

Impurity A I 
ITpHMCChA 

Impurity BI 
IlpHMec1, B 
Impurity C / 
IlpHMeci, C 
Impurity D / 
IlpHMCCh D 
fmpurity E / 

npeJJ;ena KOJIWiecTBeHHoro onpeJJ;eJieHIDI ot more than 0.2 % / He 6onee 0,2 % 

p11Mec1, E 
Impurity F / 

pHMCCbF 

(IIKO = 0,010%) 

ot detected I He o6Hapy)l(eHa 

Less than LOQ (LOQ = 0.003%) / 
ff)l(e npe,n:ena KOJIWiecTBeHHoro 

onpe,n:eneHIDI (IlKO = 0,003%) 

0.02% /0,02% 

ot detected I He o6Hapy)l(eHa 

Any individual unidentified 0.07% / 0,07% 
impurity / n106rui. e,!J;HHWIHruJ. 
HeH,n:eHTHqnmupoBaHHaH npHMec1, 

Total impurities I 0.2% I 0,2% 
CYMMa npHMeceil: 

!
Remarks : The Product confums to ND/ 
IIpuMe11aHue: Ilpo.n:yKT cooTBeTcTByeT TPe6oBaHHHM H.D: 

Prepared by / Ilo,n:roTOBJieHo: Checked by / ITpoBepeRo: 
D. Latha - Quality control- A. Susmitha- Quality 

Checked by (AQA) I 
flpoaepeRO (AOK): 

ot 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 % 

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

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

ot more than 2.0% / 
e 6onee2,0% 

Conclusion : APPROVED / 
3aKJJ1011eHue: OJJ:OliPEHO 

Approved by: Quality 
Assurance/ Authorized person I 

Team Member control- Team Merriber Amol Asbokrao Rakshale- OJJ.o6peHo: O6ecneqeeHe 

LJ4- ~ 
Quality Assurance- Team Kat{eCTna!OTBCl'CTBeHHOe m1uo: 
Member ,v Ch. Venkateswara rao- Quality 

Assw-ance- Team Member 

!Date l,n:am: 31-12-2025 II Date l,n:am: 31-12-2025 lloate /,n:aTa: 31-12-2025 IIDate /Jl:am: 31-12-2025 ';:;~v~I 



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

Product: Cetrine film coated tablets, 10 mg 
IlporrvKT: UemHH® Ta6JieTKM, UO.KJ)E.JThJe IIJieHoqHoil: o6ono<tKOW, l O Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ : B2503485 
Batch Quantity I 5000000 tab / 

Cepm1.N"!! Pa3Mep cepHH 
: 5000000 Ta6 

Analytical Report No./ 
: 2002FP25002922 

Date of Analysis / 
: 30-12-2025 

AHaJIHTH'leCKHH OT'leT .N°!! JJ:aTa auaJIH3a 
Date of Manufacture/ 

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

JJ:aTa DPOH3B0JlCTBa ro)leH JJ;O : 

Mfg. License No./ 
MA number:/ 

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

: JIII-N2(005456)-(Pr-RU) 
m1ueu311H .N'!! 
Analysis performed according ND:/ AnaJIH3 npose)leH no HJJ:: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks annroved: / MapKUPOBKa H MaKeTLI vrseo,imeHLI: 17.02.2025 

.N"!! Test / IloKa3aTeJIL Result/ Pe3yJILTaTLI Specification / HopMa 
7 Assay / KoJIH'leCTBenuoe INot less than 9.0 mg and not more than 

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

9.99 mg I 9,99 Mr ruid 110,0 % of label claim)./ OT 9,0 Mr .n:o 
99.9% I 99,9% 11,0 Mr C21H2sClN2O3·2HCl (ueTHpH3HHa 

~1mmpoXJIOpH.D:) B Ta6JieTKe (OT 90,0 % ,!lO 
110,0 % OT HOMilllaJibHOro co,n:ep)l{aHIDI). 

8 Subdivision of tablets/ Complies I CooTBeTCTByeT The tablets comply with the test, if not more 
JJ:Menue Ta6JieTOK 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 
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./ 
Ta6JieTKH COOTBeTCTBYJOT TPe6oBaHIDIM, ecmi 
He 6onee 1 e,n:HHH<JHllil Macca OTKJioIDJeTcx 3a 
rrpe,n:eJibI 85%-115% OT cpe,n:Heil: MaCCbI. 
rra6JieTI<H He COOTBeTCTBYJOT Tl)e6oBaHHHM, 
ecnu 6onee qeM 1 HH,!lHBH,!lyaJibHllil Macca 
K)TKJIOIDleTCH OT 3THX npe,n:eJIOB HJIH, eCJIH l 
lffi,!lHBHJzyaJII,HaH Macca OTKJIOIDleTCH 3a 
lrme11eJIE.I 75%-125% OT cpe,n:Heil: MaCCbI. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
I IlpnMe'lanue: ITpo.JzyKT cooTBeTCTBYeT TPe6osaIDUIM HA 3aKJ110'len11e: OJJ:0:6PEHO 

Prepared by / Ilo,n: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 Amo! Ashokrao Rakshale- O.n.o6peHo: O6ecneqeHHe 

Quality AssrJurance- Team Ka<JeCTBa/OTBeTCTBeHHOe JIHUO: 

~ ~ Member Ch. Venkateswara rao- Quality 
Assurance- Team Member 

loate fAaTa: 31-12-2025 I loate /1]..aTa: 31-12-2025 lloate /~aTa: 31-12-2025 lloate /1].,aTa: 31-12-2025 ~ \'>/ 4 



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

Product: Cetrine film coated tablets, 10 mg 
IIPOllVKT: QeTJ)J.JH® -ra6JieTKH, n0KPblTble rmeHoqHoil: o60JJOYI<Oil, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503485 

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

: 
P33Mep cepuu 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP25002922 
Date of Analysis / 

: 30-12-2025 
AuaJIHTH'ICCKHii OT'leT .N"!! ,U:aTa aHaJIHJa 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 31-10-2028 
)laTa DJ)0H3B0,IJ,CT83 

: 
rollefl AO 

: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0,IJ,CTBeHHaB : 63/RR/AP/96/F/R 
HoMepPY 

: IB1-N2(005456)-(Pf-RU) 
JlHQeHJUH .N"!! 
Analysis performed according ND:/ AuaJIHJ npoee,lJ.eH no H,l(: JIII-.N"!!(005456)-(Pr-RU)-150524 
Labelin11: and artworks aooroved: / MapK11poe1ea u MaKeTLI yreep)l(AeHLJ: 17.02.2025 

.N"!! Test I IloteaJaTeJIL Result/ PeJyJILTaTLI Specification / HopMa 

9 Microbiological purity* / 
MnKp06HOJIOruqecKaB 
qucroTa* 
a) Total aerobic microbial count/ Not Applicable Not more than 1000 CFU/g I 
O6mee ql{CJJO 8.3p06HbIX He 6onee 1000 KOE/r 
MHKpOOpraHH3MOB 

Not Applicable 
b) Total combined yeasts and Not more than I 00 CFU/g / 
mould count / O6mee qHcno He 6onee I 00 KOE/r 
,!WO)IOKeBbIX H rmecHeBbIX rpH60B Not Applicable 

c) E.coli Shall be absent in I g / OrcyrcTBHe 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 10 ra6neTOK B a carton. / 
[IBX/II,Z:~B:X//amoMHHHeBOM 6nHcrepe. Ilo IO Ta6JieToK B 
[Io 2 6JIHCTepa BMeCTe c JIHCTKOM- TIBX/11,[(BX//amoMHHHeBOM 6JIHcrepe. Ilo 2 
BKJia~nneM ynaKoBaHLI B rraqey HJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
I<apTOHHYJO. BKJia~nIIeM yrraKOBaHbI B rraqKy KapTOHHyIO. 

* 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. I IlpoBO,l\HTCll npOH3B0,l\HreJJeM npH BbmycKe nepHO,l\H'!eCKH: .l\ITll KIDK.l\OH 20-oll: cepHH HJIH He MeHee 1 pa3a B ro.11. IloKaJaTeJJI, MOlKeT 6b1n He BKJIIO'!eH 
e CepnufJHKaT attam13a qmpM1,1. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHHe: Ilpo~KT COOTBeTCTByeT rpe6oBaHIDIM H,ll; 3aKJ110qeuue: O.lJ:OliPEHO 

Prepared by/ Tio.u.roroBJieHo: Checked by/ IlpoBepeHO: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IlpoeepeHO (AOK): Assurance/Authorized person/ 
Team Member control- Team Member Amo! Ashokrao Rakshale- O,no6peHo: O6ecneqeHHe 

~ 
Quality As? uranc - Team KatJecTBa/OTBeTCTBeHHOe m1uo: 

~ Member Ch. V enkateswara rao- Quality 
Assurance- Team Member 

I Date / '/1.aT.a: 3 l -12-2025 lloate t,n;a-ra: 31-12-2025 lloate /,ll;aTa: 31 -1 2-2025 llnate t,n;ara: 31-12-2025 ~ ,...\9--/19..sl 



,. •·· Dr.Raddy's~;• CERTIFICATE OF ANALYSIS 
CEPTll<J)lJKA T AHAJill3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo11yKT: Uennrn® rn6neTKH, IIOI<DbITbie JIJieHO'IHOH o6onoqKoii:, 10 Mr 

Market/ PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503485 

Batch Quantity / 5000000 tab / 

Cepus1.N'!! 
: 

PaJMep cepnn 
: 

5000000 Ta6 

Analytical Report No. / 
: 2002FP25002922 

Date of Analysis / 
: 30-12-2025 

AHaJIHTH'leCKHH oT'leT .N'!! .llaTa aHaJIHJa 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 
31-10-2028 

.llaTa DP0H3B0llCTBa 
: 

ro11eH 110 
: 

Mfg. License No./ 
MA number:/ 

11pOH3B0llCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AHaJiuJ npose11eH no H)];: Jill-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MapKHPOBKa u MaKeTLI YTBep,rmeHLI: 17.02.2025 

API name/ HanMeHOBaHne Atl>C: Cetirizine dihydrochloride / UeTHOHJHHa AHrHllOOXJIOPH)l: 

INN/MHH: Cetirizine / UeTHPH3HH 

API manufacturer batch number/ BT00-25043 
HoMep cepuu nponJB0llHTeJIH Atl>C: 
FP Manufacturer API Batch number/ FBSA00207 
HoMep cepuu cv6cTaHQHH DP0H3B0)):HTeJIH r Jl(J>: 
API Manufactured by & country/ Glochem Industries Private Limited, India/ 
IlpouJBOllHTeJIL A(})C, cTpaHa: rnoxeM lfH)l:acTPHec IlpaiiBHT JlHMHTe,a:, lfHJJ: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 Manda], Medchal 
HauMeHOBaHue, a11pec, JIHQeHJHH llJIH Malkaj,e;iri Distrist :-- 500090, Telangana State, India (license No 
IlpoHJBOllCTBeHHaH DJI01Qa11Ka / IIJI01Qa11Ka K0HTP0JIH 63/RR/AP/96/F/R). I IlpoHJBOllCTBeHHoe IIOllPa3JJ:eJieHHe-II, 
Ka'leCTBa / IIJI01Qa11Ka BLmycKa Y<IaCTKH .N!! 42p, 43, 44p, 45p, 46p, 53, 54 H 83, EaqyrraJIJIH 

BHJIJiaJJ:)K, Ea'JYIIaJIJIH MaHJJ:aJI, MeJJ:'laJI ManaKaJJ:)KrHpH 
,L(HCTPHKT - 500090, mTaT TenaHraHa, lfHJJ:IDI (JlHQeHJIDI .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». / 
3aKJIJO'leHne 0 C00TBeTCTBHH: «HacTOHIIJ;HM H JIO,a:TBep)l{,ll.aIO, 'ITO npHBe,IJ.eHHaH Bblme HHq>OpMaQIDI HBJIHeTCH JJ:OCTOBepHOH H 
TO'IHOH. 3Ta cepIDI IIpO,IJ.yKUHH IIpOHJBe,IJ.eHa (BI<JIIOqa,i: ynaKOBKY (MapKHpOBKY) H KOffTPOJib KaqecTBa) Ha BbIIIIeyKaJaHHOH 
IIpOH3BO,IJ.CTBeHHOH IIJIOIIJ;a)];Ke (nnomaJJ:Kax) B IIOJIHOM COOTBeTCTBllli C TPe60BaHIDIMH IlpaBHJI Ha,IJ.Jie)KaIIJ;eH IIpOH3BOJJ:CTBeHHOH 
npaKTHKH EBpa3HHCKoro 3KOHOMH'lecKoro cmOJa (.N!!GMP/EAEU/RU/02346-2025 OT 25 ceHTn6pn 2025) H TPe60BaHIDIMH 
KUH'1pum1 Ka'!eCTHa Jl.eKapC'l.'HtlHHhl.X cpe).(C'l.'H, a TalUKe H CUU'l.'Htl'l.'C'l 'Hl111 cu Cl.l.tlU,11lpilllaU,IDlMl1, CU).(t:.l-'Jilall.l,l1Ml1l,;.)l J:! .11ca .IIJ.l-11.Jd.U,l!lUl:IHUM 

,IJ.OCbe CTPaHbI-HMIIOpTepa. 3aJIHCH IIO IIpOH3BOJJ:CTBY, ynaKOBKe H aHaJIHJY IIpOBepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe 
TPe6oBaHIDIM IlpaBHJI Ha,IJ.Jie)l{ameii: apOH3B0JJ;CTBeHH0H rrpaKTH.Kli EBpa31mCKOro 3KOHOMH'leCKOro COI03a». 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
1IlpHMe11auue: Ilpo,IJ.yKT cooTBeTCTByeT TPe60Bamu1M H,L( 3ax.rnoqeeue: O):(O.liPEHO 
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