
' I ••· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH(J>IIKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
IIpoi:i;yKT: L(ennm® Ta6JieTKH, IlOKObIThie IlJieHO'IHOH 060JioqK00, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503484 

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

: 
Pa3Mep cepuu 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP25002944 

Date of Analysis / 
: 30-12-2025 

AnaJiuTuqecKuii oyqey .N'!! )(aTa aHaJIH3a 

Date of Manufacture / 
13-11-2025 

Date of Expiry / 
31-10-2028 

)(aTa DPOH3B0J);CTBa 
: 

ro.nen.no 
: 

Mfg. License No. / 
MA number:/ 

IIpoH3BOJ);CTBenuaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-1'f!!(005456)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe.neu no H)(: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapKnpoeKa u MaKeTbl VTBep;K,1J.euL1: 17.02.2025 

Test / 1IoKa3aTeJib Result/ Pe1yJILTaTbl 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 / 
ni.enTHcl>HKaQHH 

HPLC/B3)KX 

KpyrJihie i:i;BOHKOBhinyKJihie Ta6JieTKH, 
IIOKpLITLie nJieuoqnoH o60JIO'IKOH 
6enoro UBeTil, c pHCKOH ua Oi:i;HOH 
cmpoHe. Ha nonepetIHOM pa3pe3e -
H.DJlO 6enoro UBeTa. 

/ KpyrJihie i:i;BOHKOBLinyKJihie Ta6JieTKH, 
IlOKpLITLie IIJieHO'IHOH o60JIO'IKOH 6eJioro 
HJIH rroqTH 6enoro UBeTil, c pHCKOH Ha Oi:i;HOH 
cTopoHe. Ha rronepequoM pa3pe3e H.DJ)O OT 
6enoro .no rroqTH 6enoro UBeTa. 

The retention time of the main peak in the irhe retention time of the main peak in the 
chromatogram of test solution compl) chromatogram of test solution should comply 
with the retention time of the main peal< 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"). I 
~olution. / BpeMH y.nep)l{HBaHIDI ocHOBHOro nHKa Ha 
BpeMH y,nep)l{HBaHIDI OCHOBHOro IIHKa Ha xpoMaTorpaMMe HCIIhl'ryeMoro paCTBOpa 
xpoMaTorpaMMe HCnLITyeMoro pacTBopa J);OJI)l{HO COOTBeTCTBOBaTh BpeMeirn 
COOTBeTcTByeT BpeMeHH y.nep)l{HBaHIDiy.nep)l{HBaHIDI OCHOBHOro nHKa Ha 
OCHOBHOro nHKa Ha xpoMaTOrpaMMe xpoMaTorpaMMe CTatt.napTHOro pacTBopa 
~Tatt.napTnoro pacTBopa neTHpH3HHa QeTHpH3HHa rHi:i;poxnopH.na (pa3.nen 
rHi:i;poxnopu.na. <KonmeCTBeHHoe orrpe,neneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqanue: Ilpo.nyKT cooTBeTcTByeT TPe60BaHIDIM H,[{ 3a1CJ11-0lfe1111e: O)(OJiPEHO 

Prepared by / IIo,nroToBneuo: Checked by/ IIpoBepeuo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality Ilposepe1:10 (AOK): Assurance/ A uthor ized person / 
Team Member control- Team Member Ahamadullah Mohammad- 0 .no6peuo: 06ecnetieHne 

~ 
q-- Quality Assurance- Team KaqeCTBa/OTBeTCTBeHHOe JIHUO: 

Member 6, 1 S. Haneef- 1 uality Assurance- Team 
M ember ~ 

IDate /,[{aTa: 31-12-2025 IIDate /,[{a-ra: 31-12-2025 llnate /,[{aTa: 31-12-2025 l lnate /,[{aTa~ 31-12-2025 I 



CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJill3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo)lylIT: Uen>HH® Ta6JieTKH, noKObIThie IlJiettoqttoii o6onoqKoii, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503484 

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

: 
Pa3Mep cepuu 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP25002944 
Date of Analysis / 

: 30-12-2025 
AuaJIHTH'leCKHii 0T'leT .N'!! )laTa anaJIH3a 

Date of Manufacture / 
13-11-2025 

Date of Expiry / 31-10-2028 
)laTa DP0H3B0,!J.CTBa 

: 
ro)leH ):{0 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0J{CTBeHHaSI : 63/RR/AP/96/F/R 
HoMepPY 

: illl-N2(005456)-(Pr-RU) 
JIHD;eH3HSI .N'!! 
Analysis performed according ND: / AuaJIH3 npone,1J.en no HJ{: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa u MaKeTLI YTBep;rmeu1,1: 17.02.2025 

.N'!! Test / IloKa3aTeJIL Result/ Pe3yJILTaTLI Specification / HopMa 

~- spectrophotometry I Complies / CoorneTcrnyeT The UV-spectrum of the test solution and the 
Y <l>- c11e:icrpo4'0ToMeTpIDI 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 
nm./ Y<D-cneKTphI nornomeHIDI HCllhIT}'eMoro 
pacrnopa H CTaH)lapTHOro pacrnopa 
u;ernpH3HHa rif):q>oxnopH,n:a B o6nacTH OT 200 
,!J.O 400 HM ,!J.OIDKHhl HMeTh MaKCHM)'Mbl 
nornomeHIDI npH O,!J.HOH H TOH )Ke )I)IHHe 
BOJIHhl c ,n:onyCTHMhIM OTKJIOHeHHeM ± 2 HM. 

l3 Water content/ [Not more than 8.0% / 
Co,n:ep,Kauue B0,!J.LI 2.9%/2,9% He 6onee 8,0 % 

4 Uniformity of dosage units/ !Acceptance value (AV) should be not more 
O,n:uopO,!J.HOCTb )l:03Hp0BaHHblX 4.0 / 4,0 ~han 15.0 I IloKa3aTeJII, npHeMJieMOCTH (AV) 
e,ll:HHHU: ~OJI)KeH 6h1T1, He 6onee 15,0. 

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

100%; 98%; 99%; 100%; 99%; 102%. 
dihydrochloride) after 30 min./ He Mettee 
80 % (Q) OT HOMHHaJibHOro co,n:ep)KaHIDI 
C21H2sClN2O3 ·2HCl (u;crnpu::rnuu 
~HrH.D:POXJIOPH.D:) qepe3 30 MHH. 

R emarks : The Product confrrms to ND/ Conclusion : APPROVED I 
IIp11Meqam1e: Ilpo.nyI<T cooTBeTcTBYeT -rpe60BaR1u1M H,n: 3 aKJIJO'leHne: OJJ.OliPEHO 

Prepared by I IIo,n:roToBnetto: Checked by / IlpoBepeHo: Checked by (AQA) I Approved by: Quality 
D. Latha - Quality control- A. Susmi.tha- Quality IlpoBepeHo (AOK): Assw·ance/Authorized person/ 
Team Member control- Team Member Ahamadullah Mohammad- OAo6peHo: O6ecaeqefllie 

~ q-- Quality Assurance- Team K8'leCTBa/OTBeTCTBeHHOe mm:o: 
Member c_i,11i~rvd-- S. Haneef- ~ uali ty Assurance- Team 

Member / 

lnate /,n:aTa: 31-12-2025 lloate /,n:aTa: 31-12-2025 lloate /,n:aTa: 31-12-2025 I Date /):(aTa: 31-12-2025 



CERTIFICATE OF ANALYSIS 
CEPTII<I>IIKA T AHA.JIII3A 

Product: Cetrine film coated tablets, 10 mg 
IIpo11:yKT: U:eTPHH® Ta6JieTKH, IlOKDhITble TIJieHOqHoii o6onoqKoii, 10 Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
: B2503484 

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

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP25002944 

Date of Analysis / 
: 30-12-2025 

AuaJIHTuqecKuii oTqeT .N'!! )I:aTa auaJIHJa 
Date of Manufacture / 

13-11-2025 
Date of Expiry / 

31-10-2028 
llaTa npoHJB0/1:CTBa 

: 
ro11:eu11:o 

: 

Mfg. License No. / 
MA number:/ 

IIpOH3B0/1:CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: ID1-N!!(005456)-(PI'-RU) 
JIHUeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npose11:eu no H)I:: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved: / MapKnpoBKa u MaKeTbI YTBepiK/1:eHbI: 17.02.2025 

6 Impurities/ UpnMec11 

Impurity A l !Not detected/ He o6Hapy)KeHa 
ITpHMec1,A Not more than 0.2 % / ue 6onee 0,2 % 
ImpurityB I !Below Limit of Detection (LOD = 
IlpHMec1, B 0.003%) I HM)l{e npe.nena o6ttapy)l(effiUJ !Not more than 0.2 % / He 6onee 0,2 % 
Impurity C / (DO = 0,003%) 
IlpHMeCL C !Not more than 0.2 % / He 6onee 0,2 % 
Impurity D / Not detected / He o6Hapy)l(eHa 
IlpHMecLD !Not more than 0.2 % / He 6onee 0,2 % 
Impurity E / Less than LOQ (LOQ = 0.003%) / 
IIpHMech E HW1<e npe.a,ena KOJIJ.flfecrnemroro Not more than 0.2 % / He 6onee 0,2 % 
Impurity F / onpe.a,enemm (ITI<O = 0,003%) 
ITpHMech F Not more than 0.2 % / He 6onee 0,2 % 

0.02% /0,02% 

Below Limit of Detection (LOD = 
0.015%) I HIDKe npe11:ena o6Hapy)KeHIDI 
(IIO = 0,015%) Not more than 0.2 % / 

He 6onee 0,2 % 
Any individual unidentified 0.07% I 0,07% 
impurity / n106rui: etJ:HHUqHaH 
HeH,!l,eHTmpuuupoBaHHaH npHMeCb 

N"ul 111u1e Lhc111 2.0% / 
Total impurities/ 0.1% I 0,1% He 6onee 2,0% 
CYMMa npHMeceii 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMeqauue: IIpO,!J,yKT cooTBeTcTByeT TPe6oBaHIDIM H)I: 3aKmoqeuue: O)I:OliPEHO 

Prepared by / IIo.D.roTOBJieHo: Checked by/ IIpoBepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality TiposepeHO (AOK): Assurance/ Authorized person I 
Team Member control- Team Member Aham.aduLlah Mohammad- O.D.o6peHo: O6ecneqeHue 

'-¾- q- Quality Assurance- Team KaqecTBa/OTBeTCTBeHHOe JIHIJ,O: 

Memberc¼~ S. Haneef-l uality Assurance- Team 
Member _,,,, 

loate/,ll;arn: 31-12-2025 II.Date /)I:aTa: 31 -12-2025 IIDate /,D;arn: 31-12-2025 IIDate /,D;aT; 31-12-2025 
I 



I • • 

Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo,a:yKT: l.J,en>I:m® TI16nenrn, JlOKPMThJe ruieHoqHoil: o6ono"tfl<m1, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
: B2503484 

Batch Quantity / 5000000 tab / 
Cepusi:.N'!! Pa1Mep ceptrn 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP25002944 
Date of Analysis / 

: 30-12-2025 
AHa.JIHTH'leCKHH OT'leT .N"!! .l(aTa auanuJa 
Date of Manufacture / 

13-11-2025 
Date of Expiry / 31-10-2028 

.ll:aTa np0U3B0lICTB3 
: 

ro,11.eu ,11.0 : 

Mfg. License No. / 
MA number:/ 

IlpOH3BO,ll.CTBeuuaH : 63/RR/AP/96/F/R 
HoMepPY 

: nrr-N!!(005456)-(Pr-RU) 
JJHUeH3lUI .N"!! 
Analysis performed according ND:/ AHaJiuJ npoBe,11.eu no H,n:: JIII-.N"!!(005456)-(Pr-RU)-150524 
LabeUnl! and artworks approved:/ MapKlflJOBKa u MaKeThI yrsep~e.nh1: 17.02.2025 

.N'!! Test / IloKaJaTeJih Result/ PeJyJihTaThI Specification / HopMa 
7 Assay / Konu'leCTBeHuoe Not less than 9.0 mg and not more than 

onpe,11.eneune 11.0 mg C21H25ClN2Q3·2HCl (cetirizine 
dihydrochloride) in tablet (between 90,0 % 

10.05 mg I 10,05 Mr and 110,0 % oflabel claim). / OT 9,0 Mr J:lO 
100.5% I 100,5% 11,0 Mr C21H25ClN2O3·2HCl (u;enrpH3HHa 

iUITH,IJ.POXJIOPHJ:l) B rn6neTKe ( oT 90,0 % J:lO 
110,0 % OT HOMHHaJJhHOro CO,I:lepx<aHIDI). 

8 Subdivision of tablets / Complies I CooTBeTcrnyeT ifhe tablets comply with the test, if not more 
IJ;eneune Ta6neToK ~han 1 individual mass is outside the limits of 

85 % to 115 % of the average mass. The 
~ablets fail to comply with the test, if more 
~han 1 individual mass is outside these limits 
pr, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass. I 
rra6JJeTKH COOTBeTCTB)'IOT TPe6oBaHIDIM, eCJJH 
He 6onee 1 e,[lHHWIHaJI Macca OTKJIOIDleTCH 3a 
npe,I:leJibl 85%-115% OT cpe,I:lHeH MaCCbl. 
Ta6neTKH He COOTBeTCTB)'IOT TPe6oBaHHHM, 
ecnn 6onee qeM 1 HHJ:lHBHJ:lYaJJhHaJI Macca 
0TKJJOIDleTCH OT 3THX JlPe,I:leJIOB HJIH, eCJJH 1 
llli,I:lHBH)zyaJJbHaH Macca OTKJJOIDleTCH 3a 
rrne.LieJibl 75%-125% OT cpe.LIHeH MaCCbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'la1rne: Ilpo,rzyKT C00TBeTCTByeT TPe6oBaHirnM H,ll; 3aKJJ.10'ie1me: O.ll:0:6PEHO 

Prepared by/ Ilo,I:lroTOBJJeHo: Checked by / IIpoBepetto: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IIpoBepeHO (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Ahamadullah Mohammad- O;u.o6peHo: O6ecJleqeHHe 

~ 
c;g- Quality Assurance- Team Ka'leCTBa/OrseTCTBeHHOe JIHIJ;O: 

Member firii+ S. Haneef- r-uality Assurance- Team 
Member ,,-, 

joate /,n;aTa: 31-12-2025 IIDate /,n;aTa: 31-12-2025 IIDate /,llarn: 31-12-2025 I Date /,n;aTa; l-12-2025 



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

CEPTU:<l>HKA T AHAJill3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.r.yKT: U:eTJJHH® Ta6JieTKH, IlOKDbITbie TIJieHoqHoM o6oJioqKOM, 10 Mr 

Market / PLIHOK : Russia/ PoccIDI 

Batch No./ B2503484 
Batch Quantity / 5000000 tab/ 

Cepusr .N'!! 
: Pa3Mep cepuu 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP25002944 
Date of Analysis / 

: 30-12-2025 
An3JIHTnqecKnii oTqeT .N'!! )l;aTa auaJIH3a 
Date of Manufacture / 

13-11-2025 
Date of Expiry / 31-10-2028 

)l;aTa DPOH3BO.r.CTBa 
: 

ro.r.eu.r.o 
: 

Mfg. License No. / 
MA number:/ 

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

: JIII-N!!(005456)-(Pr-RU) 
JIHUeH3HSI .N°!! 
Analysis performed according ND:/ An3JIH3 npooe.r.eu no HJI:: JIII-N!!(005456)-(Pr-RU)-150524 
Labeling and artworks annroved: / MapKupoBKa u MaKeThl yrnep,K,l).eHLI: 17.02.2025 

.N'!! Test / IloKa3aTeJih Result/ Pe3yJILTaThl Specification / HopMa 
9 Microbiological purity* / 

IMnKpo6uoJioruqecKasr 
qncToTa* 
a) Total aerobic microbial count/ Not Applicable INot more than 1000 CFU/g / 
Oom.ee tfMCJT0 a1pofim.TX He ooJTee 1000 KOE/r 
MHKpOOpraHH3MOB 

Not Applicable 
b) Total combined yeasts and INot more than 100 CFU/g / 
mould count / O6mee 11HcJio He 6onee 100 KOE/r 
i.nIJmIOKeBbIX H TIJieCHeBbIX rpH60B Not Applicable 

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

10 ~ackage / 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 10 Ta6neToK B a carton. I 
IIBX/II):U3X//amoMHHHeBOM 6JIHCTepe. flo 10 Ta6JieTOK B 
IIIo 3 6JIHCTepa BMeCTe c JIHCTKOM- IIBXIII):U3X//amoMHHHeBoM 6JIHCTepe. Ilo 2 
BKJiaL(bIWeM ynaKOBaHbI B na11Ky IUIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
KapTOHH}'IO. BKJia,!J,l:,IWeM ynaKOBaHbI B na11Ky 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./ IlpOBO)IIITCll npOH3B0,!IHTeJieM npH BhmycKe nepHO)IH'!eCKH: )IJ]ll KaJK,!1011. 20-oll. cepHH HJIH He MeHee 1 pa3a B ro.11. IlOKa3aTeJib MOlKeT 6bITb He BKJIIoqeH 
B CeprnipHKaT aHaJIH3a ipHpMbl. 

~'Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
UpuMeqattne: IIpoeyKT cooTBeTcTByeT TPe6oBaHIDIM H,Zl; 3aKmoqeuue: O.[{OliPEHO 

Prepared by/ IIo.r.roTOBJieHo: Checked by/ IIpoBepetto: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IIpoBepeHo (AOK): Assurance/ Authorized person / 
Team Member control- Team Member A.hamadullah Mohammad- O.n;o6petto: O6ecneqeHHe 

l½J-- a-- Quality Assurance- Team Ka11ecTBa/OTBeTCTBeHHOe JIHU.O: 
Memberd!,l w~ - ' S. Haneef- ~· uality Assurance- Team 

Member -✓ 

loate t,n:arn: 31-12-2025 lloate /,n:aTa: 31-12-2025 lloate /,Zl;aTa: 31-12-2025 lloate /,n:aTa: 31-12-2025 I 



CERTIFICATE OF ANALYSIS 
CEPTH«l>HKAT AHAJilI3A 

Product: Cetrine film coated tablets, 10 mg 
IlpoJlvKT: Uenm:H® rn6neTKH, rroKDbIThie IIJieHO'IHOii o6ono<IKoii, 10 Mr 

Market/ PbIHOK : Russia / PoccIDI 

Batch No./ 
B2503484 

Batch Quantity / 5000000 tab/ 

Cepm1.N!! 
: 

PaJMep cepun 
: 

5000000 Ta6 

Analytical Report No./ 
: 2002FP25002944 

Date of Analysis / 
: 30-12-2025 

AuaJIHTH'leCKHH oTqeT .N"!! )laTa auaJIH3a 

Date of Manufacture / 
13-11-2025 

Date of Expiry / 
31-10-2028 

)laTa DPOH3B0)lCTBa 
: 

ro)leH .llO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0JlCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

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

JIHI):eH3HH .N'!! 
Analysis performed according ND: / AuaJIH3 npoBe)leH no H,Lt;: JIII-.N"!!(005456)-(Pr-RU)-150524 
Labeline and artworks annroved: / MaPKHPOBKa n MaKeThl VTBep,imeub1: 17.02.2025 

API name/ HanMeuosanue A<l>C: Cetirizine dihvdrochloride / UenmHJHHa .llHrHllPOXJIOPH.ll 

INN/MHH: Cetirizine / UernoHJHH 

API manufacturer batch number/ BT00-25043, BT00-25044 
HoMep cepuu IIPOH3BO)IHTeJIH A<l>C: 
FP Manufacturer API Batch number/ FBSA00207, FBSA00293 
HoMep cepuu cy6cTaHU:HH DPOH3B0.llHTeJIH r Jl<I>: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 
IlponJBO.llHTeJib A<l>C, cTpaua: rnoxeM HH.llacrouec IIoaiiBHT JlHMHTe.ll, HH,LIIDI 

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 
HanMeHOBaune, a)lpec, JIHU:eH3HH )lJIH Malkajgiri Distrist- 500090, Telangana State, India (license No 
IlpOH3BO)lCTBeHHaH DJIOw;a)lKa / Ilnow;a)lKa KOHTpOJIH 63/RR/AP/96/F/R). I IIpoH3BOJlCTBeHHoe IIOJlPa'.3):(eJieHHe-11, 
KaqecTBa / Ilnow;a)lKa BbmycKa Y<IaCTKH .N!! 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Ea'IYilamrn: 

BHJUia)U{, Eaqymuuru MaH,Llan, Me)l'lan ManaKa)U{rHpH 
,ll;HCTPHKT - 500090, ImaT Tenaurana, Hn;::i:IDI (Jimi: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»./ 
3aKJIIO'leHHe O COOTBeTCTBHH: «HacTOHill:HM JI IIO):(TBep)K):(aIO, 'ITO rrpHBe;::i:eHHaH BI,IIIIe HHq>OpMaUIDI HBJIHeTCH )lOCTOBepHOH H 
TO'IHOH. 3Ta cepIDI rrpo,u,yKUHH IIpOH3Be,n:eHa (BKJIIO'laH yrraKOBKY (MapKHpOBKY) H KOHTPOJII, Ka'leCTBa) Ha BI,IIIIeyKa3aHHOH 
IIpOH3B0):(CTBeHHOH IIJiorri:a;::i:Ke (IIJiorri:a,n:Kax) B IIOJIHOM COOTBeTCTBHH C TPe6oBaHIDIMH IIpaBHJI Ha)V[e)Karri:eii IIpOH3B0):(CTBeHHOH 
rrpaKTHKH EBpa3HHCKoro 3KOHOMH'lecKoro co103a (.N!!GMP/EAEU/RU/02346-2025 OT 25 ceHrn6pH 2025) H TPe6oBaHIDIMH 
KOHTPOAA Ka'leCTBa JieKapcTBeHHbIX cpe,n:cTB, a TaK)Ke B COOTBeTCTBHH co crreUHq>HKaUHHMH, co;::i:ep)Karri:HMHCH B perHCTPaUHOHHOM 
)lOCbe CTPaHbI-HMIIOpTepa. 3aIIHCH ITO IIpOH3B0):(CTBY, yrraKOBKe H aHaJIH3Y rrpoBepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe 
TPe6osaHIDIM IlpaBHJI Ha)V[e)Karri:eii rrpoH3B0):(CTBeHHOH npaKTHKH EBpa.3HHCKOfO 3KOHOMH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMeqanne: IIpo,u,yKT coorneTcrnyeT TPe6oBaHIDIM H,ll; 3aKJiwqenne: O)lOliPEHO 
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