
•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTIICl)IIKA T AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo~yKT: [(eTOHH® Ta6JieTKH, Il0KOblThie nJieHO'IHOil: o60JI01IKOil:, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503483 

Batch Quantity / 5000000 tab / 
CepuH .NI, 

: 
PaJMep cepuu 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP25002943 

Date of Analysis / 
: 30-12-2025 

AHaJIHTH'leCKHH OT'leT .N°!! ,ll;aTa auaJiuJa 
Date of Manufacture / 

10-11-2025 
Date of Expiry / 

31-10-2028 
.l(aTa UPOH3BO~CTBa 

: 
ro~eu~o 

: 

Mfg. License No./ 
MA number:/ 

flpoH3BO~CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N°!,(005456)-(Pr-RU) 
JIHU.eHJHH .N°!! 
Analysis performed according ND:/ AuanuJ npose~eu no H,n:: Jill-.N"!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MapKuposKa u MaKeTbl YTBep~eubl: 17.02.2025 

Test I IloKaJaTeJib Result/ PeJyJILTaTbl Specification/ HopMa 
I 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. 
Kpyrm,ie mioHKOBLIII)'KJible Ta6JieTKH, / KpyrJII,Ie mioHK0BLinyKJII,Ie Ta6JieTKH, 
TTOKJlhTTF.rn TTTTl':Hff<JHon ofionoIJKon rroKpnrn.re rmettoIJHOH 060JT01IKOtt fie;roro 

6enoro IJ,BeTa, C pHCKOH Ha 0):(HOH HJIH Il01ITH 6enoro IJ,BeTa, C pHCKOH Ha 0):(HOH 
CTOp0He. Ha nonepe1IH0M pa3pe3e - crnpoHe. Ha IIOIIepeqHQM pa3pe3e HJ:i:P0 OT 

2 Identification / 
H.i.enTmlmKaU.HH 

HPLC/B3)1{X 

HJ:i:P0 6enoro IJ,BeTa. 6enoro J:i:0 II0'ITH 6enoro IJ,BeTa. 

rrhe retention time of the main peak in theITTie 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 peal< with the retention time of the main peak in the 
in the chromatogram of Cetirizine thromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standard reference standard solution (section "Assay")., 
solution. I BpeMH yJ:i:epxmaaHIDI ocHOBHoro IIHKa Ha 
BpeM}I yJ:i:ep)l(HBaHIDI OCH0BHOro IIHKa Ha DCpOMaTOrpaMMe HCIII,IzyeM0ro pacTBopa 
xpoMaTorpaMMe HCIII,IzyeMoro paCTBOp~ ~OJI)l(H0 C0OTBeTCTBOBaTI, BpeMeIDI 
COOTBeTcTByeT BpeMeHH yJ:i:ep)l(HBaHH}I~):(ep)l(HBaHH}I OCHOBHOro IIHKa Ha 
OCHOBHOro IIHKa Ha xpoMaT0rpaMM~ ~poMaTorpaMMe CTaH):(apTH0ro pacTBopa 
CTaHJ:i:apTHOro pacTBopa u.eTHpH3HHa u.eTHpH3HHa rHJ:i:POXJIOpHJ:i:a (pa3):(eJJ 
rH):(pOXJIOpHJ:i:a. «KOJIH1IeCTBeHHOe orrpe):(eJieHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
Ilpu11-1eqanue: Ilpo.nyKT cooTBeTcTayeT -rpe6oaamrnM HA 3aKmoqeuue: O.U:0:6PEHO 

Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality 
Ilo.n:roTOaneHo: Ilpoaepel-!o: IIpoaepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- A. Susmitha- Quality Ahamadullah Mohammad- O.n.o6peHo: O6ecrre1Iem:1e 
Team Member contr~ Member Quality Assurance- Team KatfeCTBa/OTBe-TCTBeliHOe JIHI.(0: 

'-¾- MemberOl►~ P. Rama Rao- Quali ' Assurance- Team 
Member ( h _ 

loate I.n:arn: 31-12-2025 lloate l,n:arn: 31-12-2025 IIDate /,l(aTa: 31- 12-202'5 lloate l,n:arn: 31-12-2025 I 



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

Product: Cetrine film coated tablets, 10 mg 
Ilpo.z:.yKT: U:eTPIIB® rn6nenra, noKDbITbie ITJieeoqeoif o6onoqKoH, 10 Mr 

Market / PbIHOK : Russia / PoccIDr 

Batch No./ 
B25O3483 

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

: 
PaJMep cepuu 

: 
5000000 Ta6 

Analytical Report No. / 
: 2OO2FP25O02943 

Date of Analysis / 
: 30-12-2025 

AuaJJHTH'leCKHii OT'leT .N'!! ,llaTa auaJJHJa 
Date of Manufacture/ 

10-11-2025 
Date of Expiry / 

31-10-2028 
,llaTa DDOH3B0llCTBa 

: 
ro.z:.eu llO 

: 

Mfg. License No./ 
MA number:/ 

fipOH3B0llCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N2(OO5456)-(PI'-RU) 

JIHQeHJHSI .N'!! 
Analysis performed according ND:/ AuaJJHJ npoee.z:.eu no H,ll: JIIl-.N°!!(OO5456)-(Pr-RU)-15O524 
Labeline: and artworks approved: /MapKnpoeKa u MaKeTbI YTBepameub1: 17.02.2025 

.N'!! Test I IloKaJaTeJJb Result/ PeJyJJbTaTbI Specification / HopMa 
UV- spectrophotometry I Complies / CooTBeTCTBYeT The UV-spectrum of the test solution and the 
Y<I>- CITeTCTpO<pOTOMelpIDJ 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. I Y<I>-cneKrpbI nornorn;eHIDl ncilhlzyeMorc 
pacTBopa H CTaH,D;apTHOro pacTBopa 
u:eTHpHJHHa rn.upoxnopH,!l;a B o6naCTH OT 200 

~o 400 HM llOJDKHbI HMeTb MaKCHMyMbl 
nornorn;eHIDl npH O,!l;HOH H TOH )Ke ,!l;JIHHe 
BOJIHbl c ,!l;OnyCTHMbIM OTKJIOHeHHeM ± 2 HM. 

3 Water content/ Not more than 8.0% I 
Co.z:.epmauue BOllbI 3.1% I 3,1% He 6onee 8,0 % 

4 Uniformity of dosage units/ Acceptance value (AV) should be not more 
O,!l;HOpO.Z:.HOCTb ll03HpOBaHHblX 2.4 I 2,4 ban 15.0 I IloKaJaTenb npHeMneMOCTH (AV) 
e.z:.uuuu. ,!l;OJDKeH 6bITh He 6onee 15,0. 

5 Dissolution / PaCTeopeuue Not less than 80% (Q) of the labeled amount 
of C21H2sClN20 3 ·2HCl ( cetirizine 

97%; 101 %; I 00%; 99%; 99%; 99%. 
dihydrochloride) after 30 min. I He Meeee 
80 % (Q) OT HOMHHaJibHOro CO,!l;ep)l(aHIDl 
....;21H25<.JN203·'.2HC1 (ueTHpHJHHa 
i.UHrH.!lDOXJIODH.!l) qepe3 30 MHH. 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpuMe<taene: Tipo.eyKT cooTBeTcTByeT lpe6oBaHIDrM H.[( 3aKJJJO'leHHe: O,l(OJiPEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality 
ITo.woToeneeo: Ilpoeepeeo: IlposepeRO (AOK): A ssurance/Authorized person/ 
D. Latha - Quality control- A. Susmitha- Quality Abamadullah Mohammad- O.z:.o6petto: 06ecne'leHHe 
Team Member control- Team Member Quality Assurance- Team KaqecTBa/OTBeTCTBeHeoe JIHUO: 

~ ~ Member Jc\Ak~ P. Rama Rao- ~ lity Assurance-Team 
M ember Y-z__ 

loate /.[(arn: 31-12-2025 lloate /.[(arn: 31-12-2025 lloate /.[(arn: 31-12-2025 lloate /.[(arn: 31-12-2025 I 



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

Product: Cetrine film coated tablets, 10 mg 
Ilpo)lyicr: l].eTOHB® Ta6JTeTICH, noKph!Tb[e IIJieHO'IHOH o60J10'1K00, 10 Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
: B2503483 

Batch Quantity/ 5000000 tab / 
Cepust .N'!, PaJMep cepmi 

: 
5000000 TI16 

Analytical Report No. / 
: 2002FP25002943 

Date of Analysis / 
: 30-12-2025 

AHamrrH1Je.c1mA oT'-leT .N"!! ,lJ;aTa auaJIHJa 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 
31-10-2028 

):(aTa PPOHJBOACTBa 
: 

ro.aeni:to 
: 

Mfg. License No./ 
MA number:/ 

IIpOHJBO)lCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JII1-.N!!(005456)-(Pf-RU) 
JJlfU.eBJHH .N°!! 
Analysis performed according ND:/ AnaJIHJ npoBe)leu no H,n:: Jill-.N"!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: /MapKHPOBKa u MaKeTbI yrBepiK,D.eHbl: 17.02.2025 

.N"!! Test / IIoKaJaTeJib Result/ PeJyJibTaTbI Specification / HopMa 
6 Impurities/ IIpuMecu 

Below Limit of Detection (LOD = 
[mpurity A/ 0.005%) I HIDKe npe,n:ena o6Hapy)l{eHIDI 
flpHMCCbA (ITO= 0,005%) !Not more than 0.2 % / He 6onee 0,2 % 
impurity B / 
flpHMCCh B Below Limit of Detection (LOD = !Not more than 0.2 % / He 6onee 0,2 % 
Impurity CI 0.003%) I HIDKe npe.n:ena o6Hapy)l{eHIDI 
ITpHMeCb C (ITO= 0,003%) iNot more than 0.2 % / He 6onee 0,2 % 
Impurity D / 
ITpHMec1, D Not detected I He o6Hapy)l{eHa Not more than 0.2 % / He 6onee 0,2 % 
Impurity E / 
OClpHMec1,E Less than LOQ (LOQ = 0.003%) / Not more than 0.2 % / He 6onee 0,2 % 
Impurity F / HIDKe npe.n:ena KOJTWieCTBeHHoro 
IlpHMec1, F onpe,n:eneHIDI (ITKO = 0,003%) Not more than 0.2 % / He 6onee 0,2 % 

0.02%/0,02% 

Below Limit of Detection (LOD = 
0.015%) I HIDKe npeAena o6Hapy)l{eHIDI Not more than 0.2 % / 
(ITO= 0,015%) He 6onee 0,2 % 

Any individual unidentified 
impurity / Jho6m1 e.zurnWIHM 0.07% I 0,07% 
HeH)leHTH<fHlllJ{J)OBaHHM npHMeCb 

Not more than 2.0% / 
He 6onee 2,0% 

Total impurities/ 0.1% / 0,1% 
CYMMa npHMeceii 

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

1Ipm,1eqam1e: Ilpo,ey!<T COOTBeTCTByeT Tpe60BaHIDlM HJ]; laKJ'IIO'leHHe: O,lJ;OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality 
TioaroTosneHo: Ilpoaepeao: IlpoaepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- A. Susmitha- Quality Ahamadullah Mohammad- 0.n:o6petto: 06ecrreqeHHe 
Team Member control-Team Member Quality Assurance- Team Kaqecwa/OTBeTCTBCHHOe JIHu;o: 

½¼-- 41--- Member J! ~ P. Rama Rao-,.q. ality Assurance- Team 
Ill~ 

Member / ,__ 

loate /,[(am: 31-12-2025 lloate /,[(am: 31-12-2025 lloate /)];aTa: 31-12-2025 lloate /,[(aTit: 31-12-2025 I 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKA T AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.a;vtcr: QeTJ)Hll® T~6JleTK.M, ITOKPblTI.Ie IDieHoqHoM o60JJO<fKOi'-i, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
: B2503483 

Batch Quantity / 5000000 tab / 
Cepn_si .N'!! Pa3Mep cep1tu 

: 5000000 m6 
Analytical Report No. / 

: 2002FP25002943 
Date of Analysis / 

: 30-12-2025 
AuaJiuTuqecKuii o~eT .N"!! )];aTa auaJIHJa 
Date of Manufacture / 

10-11-2025 Date of Expiry / 31-10-2028 
)I.:aTa Dl)Oll3B0.llCTB3 

: 
ro.l).eH.l).0 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0.l).CTBeuuaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-N2(005456)-(Pr-RU) 
mu~eHJHD .N'!! 
Analysis performed according ND:/ AuaJIHJ npose.l].eu no II)];: JIII-.N"!!(005456)-(Pr-RU)-150524 
Labeline and artworks aooroved: / MaPKDPOBKa u MaKeTLI yreep)K.lleBLI: 17.02.2025 

.N'!! Test / IloKaJaTeJIL Result/ PeJyJILTaTLI Specification / HopMa 
7 Assay / KoJiuqeCTseuuoe [Not less than 9.0 mg and not more than 

onpe.IJ.eJieuue 11.0 mg C21H2sCIN2O3·2HCl (cetirizine 
klihydrochloride) in tablet (between 90,0 % 

10.02 mg/ 10,02 Mr and 110,0 % oflabel claim)./ OT 9,0 Mr .IJ.O 
100.2% I 100,2% 11,0 Mr C21H2sClN2O3·2HCl (u;ernpi-mrna 

i!Ufr~mmopH.IJ.) B m6neTKe ( OT 90,0 % ,n:o 
110,0 % OT HOMHHam.Horo co,n:ep)l(aHIDI). 

8 Subdivision of tablets / Complies I CooTBeTcTByeT The tablets comply with the test, if not more 
)];eJieuue 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./ 
Ta6neTKH COOTBeTCTBYJOT TPe6oaaHIDIM, eCJIH 
He 6onee 1 e,n:HHmmm Macca OTKJJOIDieTCH 3a 
npe,n:em,I 85%-115% OT cpe,n:HeM MaCCbl. 
ITa6neTKH He cooTBeTCTBYJOT TPe6oaaHIDIM, 
ecJJH 6onee qeM I HH,D;HBH,D;yaJihHaH Macca 
OTKJJOIDleTCH OT 3THX npe,n:eJIOB HJIH, ecJJH 1 
HH,!l;HBH,D;yaJibHaH Macca OTKJJOIDleTCH 3a 
lrroe,n:eJibl 75%-125% OT cpe,n:HeM MaCCbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMeqauue: Ilpo,n:yKT cooTBeTcTByeT TPe6oaaHIDIM H}l 3atu11oqeu1te: O)l0:6PEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality 
Ilo,n:roTOBJieHo: Ilpoaepetto: ITpoeepeRo (AOK): Assurance/ Authorized person I 
D. Latha - Quality control- A. Susmitha- Quality Ahamadullah Mohammad- O,no6peao: O6ecrreqeHHe 
Team Membe, ~ control- Team Member Quality Assurance- Team Ka'leCTBa/OraeTCTBeHHOe JIHu;o: 

<ZI-- Member C~\,~ P. Rama Rao-R13ality Assurance-Team 
Member /-,______ 

IDate /}lam: 31-12-2025 llDate/,[(aTa: 31-12-2025 IIDate /,[(aTa: 31-12-2025 lloate /,[(am: 31-12-2025 I 



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

Product: Cetrine film coated tablets, 10 mg 
Ilpo}lyKT: UeTJJHH® Ta611eTKH, IIOKDbITMe IIJieHoqHoH 06011oqKoii, 10 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
B2503483 

Batch Quantity / 5000000 tab/ 
CepnHX!! 

: 
Pa3Mep cepnH 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP25002943 
Date of Analysis / 

: 30-12-2025 
AnaJIHTH'leCKHH OT'leT N!! ,ll.aTa auaJIH3a 
Date of Manufacture / 

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

)(aTa UPOH3B0llCTBa 
: 

ro}leH llO 
: 

Mfg. License No. / 
MA number:/ 

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

: JIII-N2(005456)-(Pr-RU) 
JJnueu3HHN!! 
Analysis performed according ND:/ AuaJJH3 npoee}leH no H,n:: Jill-X!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapKHPOBKa H MaKeTbl YTBep;K)).eHLI: 17.02.2025 

X!! Test I IloKa3aTeJJL Result/ Pe3yJJLTaTbl Specification / HopMa 

9 Microbiological purity* / 
[MuKpoouoJJoruqecKaH 
'IHCTOTa* 
a) Total aerobic microbial count/ Not Applicable Not more than 1000 CFU/g / 
O6Il(ee q11c110 inpo6Hbrx He 6011ee 1000 KOE/r 
MHKpOOpraHH3MOB 

Not Applicable 
b) Total combined yeasts and !Not more than 100 CFU/g I 
mould count / O6Il(ee q11c110 He 6011ee I 00 KOE/r 
ilJ)O)IOl{eBbIX H IIJieCHeBbIX rpH60B 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 10 rn611eTOK B a carton./ 
IIBX/II,l(BX//amoMHHHeBOM 6JIHCTepe. [lo 10 Ta6JieTOK B 
[lo 3 6JIHCTepa BMeCTe c JIHCTKOM- IIBX/II,l(BX//amoMHHHeBOM 61111:cTepe. Ilo 2 
BKJiaJlbIIIIeM ynaKOBaHbI B rraqKY IUIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
KapTOHII)'IO. BKJiallbIWeM yrraKOBaHbI B rraqKy 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. / TipOB0,1\HTCll npOITTBO)I.HTCJleM npH BblnyCKe nepHO,!J,H'leCKH: ,!IJIJI KalK.UOH 20-ofi cepHH HJIH He Mettee 1 pa3a B ro.n. TIOKa3aTeJlb MOlKeT 6b1Tb He BKJIIO'leH 
B CepructmKaT aHaJIITTa ctmpMbl. 

IRemarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqaune: IIpo,zzyKT cooTBeTcTByeT T))e6oBaHIDIM H,ZJ; 3aKJJIO'leuue: O)1.OliPEHO I 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality 
IIon.roToBJietto: Tiposepeuo: IIposepeHo (AOK): Assurance/Authorized person I 
D. Latha - Quality control- A. Susmitha- Quality Ahamadullab Mohammad- O,no6peeo: O6ecrreqeHHe 
Team Member con~ am Member Quality Assurance- Team 1<a"leCTBa/OrneTcTBe1rnoe 1rnu:o: 

t&t- Member J /f\/lv-J-- P. Rama Rao--~ Iity Assurance-Team 
Member 

Date /,D;arn: 31-12-2025 loate /,ZJ;aTa: 31-12-2025 IIDate/,D;aTa: 31-12-2025 IIDate /,D;arn: 31-12-2025 I 



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

Product: Cetrine film coated tablets, 10 mg 
Ilpo,IJ.yKT: 1(erp1rn® Ta6JieTKH, IlOKPhIThie ITJieHOqHoH o6onoqKoH, 10 Mr 

Market / PLIHOK : Russia / PoccIDJ: 

Batch No./ 
B2503483 

Batch Quantity / 5000000 tab/ 
Cepns1 .N"!! 

: 
Pa1Mep cepuu 

: 
5000000 Ta6 

Analytical Report No./ 
: 2002FP25002943 

Date of Analysis / 
: 30-12-2025 

AuaJIHTH'leCKHH OT'leT .N"!! ,U:aTa auaJiu1a 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 
31-10-2028 

ll(aTa DPOH3B0,lJ.CTBa 
: 

ro,IJ.eH,IJ.O 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBO,lJ.CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: illl-N2(005456)-(Pf-RU) 
JIHUeHJHH .N"!! 

Analysis performed according ND:/ AuaJIHJ npoee,IJ.eu no H,ll;: JIII-.N"!!(005456)-(Pr-RU)-150524 
Labeline: and artworks aooroved: / MapKupoeKa u MaKeThl yrnepac,IJ.eHhl: 17.02.2025 

API name/ HauMeuoeauue A<l>C: Cetirizine dihydrochforide / 1(eTHDH3HHa .D:HrIDIDOXJIOPIUl 
INN/MHH: Cetirizine / 1(eTm>H3HH 
API manufacturer batch number/ BT00-25043 
HoMep cepuu npou1eo,IJ.HTeJIH A<l>C: 
FP Manufacturer API Batch number / FBSA00207 
HoMep cepuu cy6cTaHQHH DPOH3B0,lJ.HTeJIH rJI<I>: 
API Manufactured by & country / Glochem Industries Private Limited, India / 
Ilpou1eo,lJ.HTeJih A<l>C, cTpaua: fnoxeM l1HJlaCTPHec IlpaHBHT Jl11M11Te,IJ., l1H,IJ.IDJ: 
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 
HanMeHoeauue, a,IJ.pec, JIHQeHJHH ,!J.JIH Malkajgiri Distrist- 500090, Telangana State, India (license No 
IlpoH3B0,!J.CTBeHHaH DJIOIQa,IJ.Ka / IIJIOIQa,IJ.Ka KOHTpOJIH 63/RR/AP/96/F/R). / IlpoH3BO,!J.CTBeHHoe rro.n:pa3,n;eneH11e-II, 
Ka'leCTBa / 11.rioIQa/J,Ka BhlDYCKa YqacTKH N2 42p, 43, 44p, 45p, 46p, 53, 54 11 83, Ea'lYflaJIJIH 

B11JIJiaJ:()K, EaqyrrannH MaH/1,aJI, Me~an ManaKaJ:()KrHpH 
.r:(HCTPHKT - 500090, unaT TenattraHa, l1H,IJ.IDJ: (Jimi.ett3IDJ: 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». / 
3aKJIIO'leHHe O COOTBeTCTBHH: «HacTOHII].11M H IlO/J,TBep)l(/1,aIO, qTo npHBe,n:eHHaH Bhime HHlpOpMaQIDJ: HBJIHeTCH /J,OCTOBepHOH H 
Toqttoil:. 3Ta cepIDJ: npo.n:yKUHH npOH3Be,n:eHa (eKJIIOqaH yrraKOBKY (MapKHpOBKY) 11 KOffTPOJih Ka'leCTBa) Ha BhimeyKa3aHHOH 
npOH3B0,!(CTBeHHOH ITJIOII].a/J,Ke (ITJIOII].a/1,Kax) B IIOJIHOM COOTBeTCTBHH C TPe6oBaHIDJ:MH IlpaBHJI Ha,!(Jle)l(aII].eil: npOH3B0,!l;CTBeHHOH 
npaKTHKH Eepa3HHCKoro 3KOHOMffqecKoro co103a (N!!GMP/EAEU/RU/02346-2025 OT 25 cettTH6pH 2025) H TPe6oeaHIDJ:MH 
KOHTPOJIH KaqecTBa JieKapcTBeHHbIX cpe/1,CTB, a TaK)l(e B COOTBeTCTBHH co crreumpHKaIJ,HHMH, co.n:ep)l(aII].HMHCH B perHCTPall,HOHHOM 
/J,OChe CTPaHhI-HMITOpTepa. 3aIIHCH no npOH3B0/J,CTBY, ynaKOBKe H aHaJIH3y npoeepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe 
TPe6oBaHHHM IlpaBHJI Ha,!(Jle)l(aII].eil: npOH3B0,!l;CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMffqeCKOro COI03a». 
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