
) •·· Dr. Reddy's "llllli;• CERTIFICATE OF ANALYSIS 
CEPTH«I>IIKA T AHAJIU3A 

Product: Cetrine film coated tablets, IO mg 
Ilpo,uyKT: UeTPirn® Ta6JieTKH, noKDhIThie IlJieHO'IHOH 060JI011Koil:, 10 Mr 

Market/ PhlHOK : Russia / PoccIDI 

Batch No./ 
B2600069 

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

: 
PaJMep cepuu 

: 
5000000 Ta6 

Analytical Report No./ 
: 2002FP26000053 

Date of Analysis / 
: 22-01-2026 

AuaJIHTH'leCKHii OT'leT X!! ,ll;aTa auaJJH3a 
Date of Manufacture/ 

18-12-2025 
Date of Expiry / 

30-11-2028 
Jl:aTa UJ)OH3B0,llCTBa 

: 
ro.ueu .uo 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,llCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: nTI-N!!(005456)-(Pf'-RU) 

JJHUeHJHH X!! 
Analysis performed according ND:/ AuaJJHJ npoee,ueu no HJI:: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved: / MapKHJ>OBKa u MaKeTLI YTBep,t(,lleHbI: 17.02.2025 

Test I IloKaJaTeJib Result/ PeJYJibTaTbI 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 / 
H.n:enTmf>nKaUHH 

HPLC/B3)1{X 

KpyrJibie ,llBOHKOBbinyKJll,Ie Ta6JieTKH, 
IlOKpbITbie IlJieH01IHOH o60JIO'IKOH 
6eJioro II;BeTa, c pHCKOH Ha O):\HOH 
cropotte. Ha rmrrepe'lHOM pa:~pe~e -
HAIJO 6eJioro II;BeTa. 

/ KpyrJibre ,llBOHKOBbinyKJihle Ta6JieTKH, 
IlOKpbITbie IlJieHO'IHOH o6oJIO'IKOH 6eJioro 
HJIH IlO'ITH 6eJioro UBeTa, C pHCKOH Ha 0/:\HOH 
CTOPOHe, Ha nonepe'lHOM pa:3peJe H.!IPO OT 
6eJioro AO IlO'ITH 6eJioro II;BeTa. 

The retention time of the main peak in theJhe 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 Cetirizine chromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standard reference standard solution (section "Assay"). I 
solution. I BpeMH yAep)lrnBaHHH ocHOBHOro nHKa Ha 
BpeMH yAep)I(HBaHIDI OCHOBHOro IlHKa Ha xpoMaTorpaMMe HCilbIT)'eMOro pacTBop2 
xpoMaTorpaMMe HCilbIT)'eMoro pacrnopa ):\OJI)I(HO COOTBeTCTBOBaTb BpeMeirn 
COOTBeTCTByeT BpeMeHH yAep)I(HBaHIDly):lep)I(HBaHIDI OCHOBHOro nHKa Ha 

OCHOBHOro IlHKa Ha xpoMaTOrpaMMe xpoMaTOrpaMMe CTaH):lapTHOro pacTBop2 
CTaH):lapTHOro paCTBOpa u;eTHpH3HHa a;eTHpH3HHa rHAl)OXJIOPHAa (pa3):leJJ 
rH):\pOX1IOp0,ua. <KOJilflleCTBeHHOe onpe):leJieHHe» ). 

!
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanue: Ilpo,uyKT cooTBeTcrnyeT TPe60BaHID1M H,U: 3aKJJIO'lenue: O.ll:OliPEHO 

Prepared by / Tio.11ror oBneHo: Checked by / IlposepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A . Susmitha- Quality IlposepeHo (AOK): Assurance/ Authorized person / 
Team. M ember control- Team Member Amo) A shokrao Rakshale 0,uo6peHo: 06ecne11eHHe 

q- Quality A ssurance- Team KatJ:eCTBa/OrneTCTBeHHOe mru:o: 

~ Member 

/V 
S. Haneef- Quall,. Assurance- Team 
Member 

loate /.D;ara: z_.'3>....Q 1-1.P),{. lloate /.D;aTa: ;JJ-0/-Ot)~ lloate /.D;ara: 1, '.> ..-ol ,...- -iou I Date /,Il;aTa: ~ l\ o) '2n2~-b 



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

Product: Cetrine film coated tablets, IO mg 
1Ipo.a:v1rr: U:eTPHH® Ta6JieTKH, IIOKJ)bITbie IIJieHoqHoii: 06011oqKoii:, IO Mr 

Market / PblHOK : Russia / PoccHR 

Batch No./ 
B2600069 

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

: 
PaJMep cepuu 

: 5000000 Ta6 

Analytical Report No. / 
: 2002FP26000053 

Date of Analysis / 
: 22-01-2026 

AuaJIHTnqecKnn oTqey .N!! )laTa anaJIHJa 

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

)laTa IIPOH3B0,!l,CTBa 
: 

ro.ueH .IJ:0 
: 

Mfg. License No./ 
MA number:/ 

IIpoHJBO.IJ:CTBeHHaSI : 63/RR/AP/96/F/R 
HoMepPY 

: nIT-N!!(005456)-(Pr-RU) 
JIHD;eHJHSI .N'!! 
Analysis performed according ND:/ AuaJiuJ rrpose.a:eu no 11):(: JIII-.N!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / Map1rnpoBKa H MaKeTbl yrsep,rmeHbl: 17.02.2025 

.N'!! Test I Ilm.:aJaTeJib Result/ PeJyJibTaTbl Specification / HopMa 

UV- spectrophotometry I Complies I CoorneTcrnyeT rrhe UV-spectrum of the test solution and the 
Y <J>- crreKT}Jo<poToMeTPHR Cetirizine Hydrochloride reference standaro 

isolution in the range 200 nm to 400 nm should 
~xhibit maxima absorbance at about the same 
rwavelengths with an allowed variation of ±2 
nm. I Y <l>-crreKTPbI rrornoru:eHHR ucllb1zyeMoro 
pacrnopa H CTaH.IJ:apTHoro pacrnopa 
u;eTHpHJHHa ru.a:poxnopw.a:a B o6nacTH OT 200 
,!l;O 400 HM .IJ:OJI)KHbl HMeTb MaKCffMYMbl 
□ornoru,eHIDI: rrpH O.IJ:HOH H TOH )Ke ,II,JIHHe 
BOJIHbl c .a:orryCTHMbIM OTKJIOHeHHeM ± 2 HM. 

~ Water content/ Not more than 8.0% / 
Co.a:ep:iKauue BO.IJ:bl 2.8%/2,8% He 6onee 8,0 % 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O.a:uopO.IJ:HOCTb ,!1;03HpOBaHHbIX 2.0 I 2,0 han 15.0 I IloKaJaTem, npHeMJieMOCTH (AV) 
e.a:uuuu: .IJ:OJI)KeH 6bITb He 6onee 15,0. 

5 Dissolution / PaCTsopeHne Not less than 80% (Q) of the labeled amount 
of C21H2sClN2O3 • 2HC1 ( cetirizine 

101%; 96%; 99%; 100%; 100%; 94%. 
dihydrochloride) after 30 min./ He MeHee 
80 % (Q) OT HOMHHaJibHOro co.a:ep)KaHIDI: 
C:21H2sC:lN2O3·2HC1 (n.ernpu:urna 
l!IHrmmoxnopH.IJ:) qepe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpHMeqaHne: IlpO.IJ:YKT coorneTcrnyeT TPe6oBaHIDIM HJ:( 3aKJiroqenue: O,[(0:6PEHO 

Prepared by / Ilo.a:rornsneHo: Checked by I IlpOBepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality ITpoaepeHO (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amo] Ashokrao Rakshale OD,o6peHo: O6ecrreqeHHe 

Quality Assurance- Team Ka4eCTBalOTBeTCTBeHHOe JIHI.J;O: 

~ ~ 
Member ,v S. Haneef- Quality/ ssurance- Team 

Member 

ioate marn: ().-'._s-P 1-lY'¼ lloate /"fJ..arn -J:3- DI· &!D)o lloate /.[(ara: '2-~ rO ( ,.....1,1., ~ Date /.[(am: ()__ L\ ---b ),- Zdb 



' 

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

Product: Cetrine film coated tablets, IO mg 
Ilpo.uyKr: Uennrn® rn6JieTKH, noKDhITbie nJieHO'IHOH o6oJIO'IKOH, 10 Mr 

Market/ PLIHOK : Russia / PoccIDI 

Batch No./ 
: B2600069 

Batch Quantity / 5000000 tab / 
CepuH ..N'! Pa3Mep cepuu : 

5000000 Ta6 

Analytical Report No. / 
: 2002FP26000053 

Date of Analysis / 
: 22-01-2026 

AnaJIHTH'lecKHii OT'leT ..N'! ,U:aTa aHaJIH3a 
Date of Manufacture / 

18-12-2025 
Date of Expiry / 

30-11-2028 
,U:aTa npOH3B0,LlCTBa 

: ro,UeH ,LlO 
: 

Mfg. License No. / MA number:/ 
IlpOH3B0,LlCTBeHHaH : 63/RR/AP/96/F/R 

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

JlHQeH3HH ..N'! 

Analysis performed according ND:/ AHa.JlH3 npoee.uen no H,u:: JIII-..N'!(005456)-(Pr-RU)-150524 
Labeline: and artworks approved: / MapKnpoeKa u MaKeTbl VTBep,K,!J;eHLI: 17.02.2025 

6 Impurities / IlpHMCCH 

Impurity A/ 
ITpHMeCh A 
lmpurity B / 
ilpHMecbB 
Impurity C / 
IlpHMec1, C 
impurity D / 
ITpHMec1,D 
Impurity E / 

pHMec1, E 
mpurity FI 

IlpHMeCh F 

ot detected I He o6HapyiI<eHa 

ot detected I He o6HapyiI<eHa 

ot detected I He o6uapyiI<eHa 

Less than LOQ (LOQ = 0.003%) I 
IDKe npe.ueJia KOJIH'leCTBeHHoro 

onpe.ueJieHIDI (IlKO = 0,003%) 

Less than LOQ (LOQ = 0.023%) I HIDKe 

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

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

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

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

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

npe.ueJia KOJIH'lecTBeHHoro onpe,a;eJieHIDI ot more than 0.2 % / ue 6oJiee 0,2 % 
(IlKO = 0,023%) 

ot detected I He o6uapyiI<eHa 

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

Any individual unidentified 0.06% / 0,06% 
impurity I JI106rur e.a;HHWIHrur 
HeH,LleHTmfma;HpOBaHHruJ npHMeCb 

otal impurities / 
CYMMa npHMeceii 

Remarks : The Product confinns to ND/ 

0.1% I 0,1% 
ot more than 2.0% / 

He 6oJiee 2,0% 

Conclusion : APPROVED / 
Ilp»Me'lanue: Ilpo.a;yKT cooTBeTcTByeT rpe6oBaHIDIM H.D: 3aKJ1IO'lenue: O,U:O:SPEHO :=:============::;-;::=::::::::::::;=:====::::::::;;==========: 
Prepared by I Ilo.n.roTOBJieHo: Checked by/ IlpoBepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality TiponepeHo (AOK): Assurance/Authorized person/ 
Team Member control- Team Member Amo} Ashokrao Rakshale O.n.o6peHo: O6ecneqemi:e 

Quality Assurance- Team 
Member 

[<alJeCTBa!OTBeTCTBCHHOe m1u;o : 
S. Haneef- Quali Assurance- Team 
Member 

I~===========!~=======!~============! 
joate /.D:arn: 5?-~ .I? 1-LP},{, II oat~ /.ll:aTa: .;>..3-01 -~Opt{ IIDate l,n:arn: 1,-~ ,_ 0 I ,... 1,0 2..C I Date l)];aTa: 



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

Product: Cetrine film coated tablets, 10 mg 
IIpOJ:{YKT: U:eTPirn® Til6JieTK0, II0KDhITbie IIJieHO'IHOH o6oJIOqKoii, 10 Mr 

Market / PLIHOK : Russia I PoccID1 

Batch No./ 
B2600069 

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

: PaJMep cepnu 
: 5000000 Ta6 

Analytical Report No. / 
: 2002FP26000053 

Date of Analysis / : 22-01-2026 
AuaJIHTH'leCKHH OT'leT .N"!! J(aTa auaJIHJa 
Date of Manufacture / 

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

JlaTa npOH3B0,!1,CTBa 
: ro,lleH ,llO : 

Mfg. License No./ 
MA number:/ 

IIpOH3B0,llCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JII1-N!!(005456)-(PI'-RU) 
JIHQeH3HH .N"!! 
Analysis performed according ND:/ AnaJIH3 npoee,lleH no HJ(: Jill-.N"!!(005456)-(Pr-RU)-150524 
Labeline: and artworks annroved: / MapKupoeKa u MaKeTbl yreep,K,lleHLI: 17.02.2025 

.N"!! Test / IIoKaJaTeJib Result/ PeJyJILTaTbl Specification / HopMa 
7 Assay / KoJIH'lecreeaaoe Not less than 9.0 mg and not more than 

onpe,!1,eJieaue 11.0 mg C21H25ClN2O3·2HCl (cetirizine 
dihydrochloride) in tablet (between 90,0 % 

10.00 mg I 10,00 Mr and 110,0 % oflabel claim)./ OT 9,0 Mr .D.0 
100.0% / 100,0% 11,0 Mr C21H2sClN2O3·2HCl (uernpm0Ha 

!AHr0,!1,pOXJIOpH,!1,) B Ta6JieTKe ( OT 90,0 % ,ll0 
110,0 % OT H0MHHaJihH0r0 C0,!1,ep)l(aHIDI). 

8 Subdivision of tablets/ Complies I CooTBeTcTByeT rrhe tablets comply with the test, if not more 
J(eJieaue Ta6JieToK ~an 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 
~han 1 individual mass is outside these limits 
~r, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 
rra6JieTKH C0OTBeTCTBYJOT Tpe6oBaHIDIM, eCJHI 
He 6oJiee 1 e,llHHH'IHaH Macca 0TKJI0HHeTCH 3a 
npe,!1,eJibl 85%-115% OT cpe,[(Heii MaCChI. 
Ta6Jienm He C00TBeTCTBYJOT Tpe60BaHID1M, 

• ecm1 6oJiee tJeM 1 HH,[(HBH,[(yarihHaH Macca 
0TKJI0ID!eTCH OT 3THX npe,[(eJI0B HJIH, eCJIH 1 
r-lHJOIDHJzyaJil>HaH Macca OTKJI0HHeTCJI 3a 
nne,neJlhl 75%-125% OT cpe,nHeH MaCCbI. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'lauue: IlpoeyKT cooTBeTcTByeT Tpe60BaHID1M H,n: 3aKJIJO'leuue: OJ(OEPEHO 

Prepared by I Ilo,[(roTOBJieHo: Checked by I IlpoBepeHo: Checked by (AQA) I Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality fipoBepeHO (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amol Ashokrao Rakshale O.[(o6peHo: O6ecrre11em1e 

d?--
Quality Assurance- Team KatJecTBa/OTBeTCTBeHHOe mruo: 

~ 
Member 

tV 
S. Haneef- Qut~. i ity Assurance- Team 
Member 

loate /,n:aTil: 'l---> --o ,~lloate /,n:arn:fJJ,-6/.- 8D/;b lloate /,n:aTil: ~_t3.,---o/,..,-oul Date /~aTa: ~y o) ?/Jl.--6 



. 
• • •• Or.Reddy's ~~• CERTIFICATE OF ANALYSIS 

CEPTH«l>IIKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo,L(yKT: Uenmtt® rn6neTKH, noKOhIThie IIJiettoqttoil: o6onoqKon, 10 Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
B2600069 

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

: 
Pa3Mep cepuu 

: 5000000 Ta6 
Analytical Report No. / 

: 2002FP26000053 
Date of Analysis / 

: 22-01-2026 
AHaJ1HTHqec1rnii OTqeT .N'!! .ll:aTa auaJJH3a 

Date of Manufacture/ 
18-12-2025 

Date of Expiry / 30-11-2028 
JJ:aTa DDOH3B0.!ICTBa 

: 
ro,L(eH.1(0 

: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0.L(CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-N2(005456)-(Pr-RU) 
JIHUeH3HH .N'!! 
Analysis performed according ND:/ AnaJJH3 npoee,L(eu no HJJ:: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeline and artworks annroved: / MapKupoeKa H MaKeTbI YTBep,K)leubl: 17.02.2025 

X!! Test I IloKa3aTeJJb Result/ Pe3yJ1bTaTb1 Specification / HopMa 

9 Microbiological purity* / 
IMnKpoonoJJornqecKaH 
qffCTOTa* 
a) Total aerobic microbial count/ Less than 10 CFU/g / Not more than 1000 CFU/g / 
06I11ee q0cno a3po6m,JX Mettee 10 KOE/r He 6onee 1000 KOE/r 
MHKpOOpraHH3MOB 

b) Total combined yeasts and Less than 10 CFU/g / rNot more than 100 CFU/g I 
mould count I 06I11ee 'IHCJIO Mettee 10 KOE/r He 6onee 100 KOE/r 
.!IPO)l(:)KeBbIX H IIJieCHeBblX rp060B 

c) E.coli Absent in lg/ 0TcyTcTByeT B Ir 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. / IIo 10 Ta6neTOK B a carton./ 
ITBX/II,ro3X/ /amoMHHHeBOM 6JIHCTepe. no 10 Ta6JieTOK B 
no 2 6JIHCTepa BMeCTe c JIHCTKOM- nBX/II,ro3X//amoMHHHeBOM 6JIHCTepe. IIo 2 
BKJia.!lhIIIIeM ynaKOBaHI>I B na•rny HJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
KapTOHII)'IO. BKJia)JJ,IIIIeM ynaKOBaHI>I B naqKy KapTOHttyIO. 

* 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./ ITpOBO.D:IITCll npOH3B0)1HTeJieM npH BblnyCKe nepHo.n:w1ecJ01: )IITJI KIDl<,llO!i 20-oii cepHH HJIH He MeHee l pa3a B ro.n:. ITOKaJaTeJib MOlKeT 6LITL He BKJIIO'ieH 
B CepmqmKaT aHaJIH3a cjlllpMbl. 

!Remarks : The Product confirms to ND/ 
I
Cooclusion : APPROVED I 

IlpnMe11an11e: TlpOJlYKT cooTBeTcTByeT TJ)e60BaenJ1M H,n: 3a1CJ110'fen11e: OJJ:OEPEHO 

Prepared by / Ilo.L(roToBJieHo: Checked by I IIpoBepetto: Checked by (AQA) / Approved by: Quality 
D. Latba - Quality control- A. Susmitha- Quality IIpoBepeHo (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amol Ashokrao Rakshale 0 Ao6peHo: 06ecneqeHHe 

cg- Quality Assurance- Team KaqecTea/OTBeTCTBeHHOe JIHIJ;O: 

~ Member rv S. Haneef- Quaa~ ty Assurance- Team 
Member 

!Date J,n:arn: g.'3,....e 1-ifll--i lloate J,n:arn: !J3-0/ -~OJ,6 I I Date /,n:arn: '2,1 rO I r 1,,-0 ,z,,6 1 IDate J,n:arn: i \.,\_ .--0 ) - ;)....t!JJ/4 
I 



• •·· Or. Reddy's "llllli;• 
CERTIFICATE OF ANALYSIS 

CEPTII <I>IIKA T AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
IlpOJIVKT: U:eTPHH@T86JTeTKH, n0KPhlTble IIJieHO'lHOH o60J10"<1KOi:i, 10 Mr 

Market/ PbIHOK : Russia / PoccIDI 

Batch No./ 
B2600069 

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

: 
PaJMep cepm1 

: 
5000000 ra6 

Analytical Report No. / 
: 2002FP26000053 

Date of Analysis / 
: 22-01-2026 

Auam1n 1qecKnu OT'leT .N'!! )(aTa auaJJH33 

Date of Manufacture / 
18-12-2025 

Date of Expiry / 
30-11-2028 

)(an nPOll3B0)lCTBa 
: 

ro,ll;eH ,ll;O 
: 

Mfg. License No./ 
MA number:/ 

flpOH3B0,ll;CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: JIII-.N!!(005456)-(Pf'-RU) 
JlHUeH3HH .N"!! 

Analysis performed according ND:/ AuaJJHJ npoBe,ll;eH no H)(: Jill-.N"!!(005456)-(Pr-RU)-150524 
Labeline: and artworks approved: /MaPKHDOBKa u MaKeTbl VTBep;imem,1: 17.02.2025 

API name/ HanMeuosauue A«l>C: Cetirizine dihvdrochloride / UenfPMJMHa ,ll;HrHJlPOXJIOPHJl 
INN/MHH: Cetirizine / UeTHOH3HH 
API manufacturer hatch number/ BT00X25004 
HoMep cepuu nponJBO,ll;HTeJJH A<l>C: 
FP Manufacturer API Batch number/ FBSA00297 
HoMep cepuu cy6cTaHUHH DPOH3B0,ll;HTCJIH r Jl<I>: 
API Manufactured by & country / Glochem Industries Private Limited, India / 
IlpouJBO,!J;HTeJJh A<l>C, cTpaua: f'JioxeM 11:tt.D.acnmec IlpafumT JlHMHTe,ll;, 11H.D.IDI 
Name, address, authorization No for FP manufacturing Formulat10n Tech Ups -11, Survey .No. 4'.Lp, 43, 44p, 4)p, 4bp, 
site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal 
HanMeHOBauue, a,ll;pec, JlHUeH3HH ,ll;JlH Malkajgiri Distrist- 500090, Telangana State, India (license No 
IlpOH3B0,ll;CTBeHHaH DJlO[IJ.a,ll;Ka / IlJIO[IJ.a,ll;Ka KOHTpOJJH 63/RR/AP/96/F/R). I IlpoH3BO.!J.CTBeHHoe rro,ll;paJ,!l.eJieHHe-11, 
Ka'leCTBa / IIJio[IJ.a)lKa BblDYCKa Yqacnrn .N!! 42p, 43, 44p, 45p, 46p, 53, 54 H 83, Ea'IYilaJJJTH 

BHJTJia.!J.)K, EaqyrraJJJTH MaH.D.aJT, Me,!1.'IaJT ManaKa,!J.)KrnpH 
)];wcrpHKT - 500090, mraT TeJiattraHa, 11:H.D.IDI (JiwueHJIDI .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: «Hacrn»mHM '1 IIO,!I.TBep)K,!1.aIO, 'ITO rrpHBe,!l.eHHa» BhIWe HHQ>OpMaUIDI '1BJI»eTC'1 ,!J.OCTOBepHOH H 
TO'IHOH. 3ra cepIDI IIpO.!J.YKUHH IIpOH3Be,!l.eHa (BKJIIO'la» ynaKOBKY (MapKHpOBKY) M KOHTPOJih Ka'lecrna) Ha BhIIIIeyKaJaHHOH 
IIpOH3B0,!J.CTBeHHOH IIJIOrn;a,!J.Ke (IIJiorn;a)l.Kax) B IlOJIHOM COOTBeTCTBHH C rpe6oBaHIDIMH IlpaBHJI Ha,ll)le)Kameii rrpOH3B0)1.CTBeHHOH 
rrpaKTHKH EBpaJHHCKoro 3KOHOMH1lecKoro co103a (.N!!GMP/EAEU/RU/02346-2025 OT 25 cettrn6p» 2025) H rpe60BaHID1M11 
KOHTPOAA Ka'lecrna JieKapcTBeHHhIX cpe,!1.CTB, a TaK)Ke B COOTBeTCTBHH co crreu;Hq>HKaUIDIMH, CO,!l.ep)KamHMHC» B perwcrpau;HOHHOM 
,!J.OChe crpaHhI-HMIIOpTepa. 3arrHCH ITO rrpOH3B0)1.CTBY, yrraKOBKe H aHaJTHJY rrpoBepeHhI, If ycraHOBJieHO me COOTBeTCTBHe 
rpe6oBaHHll.M IlpaBHJI Ha,ll)le)Kameii IIpOH3B0)1.CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMH1leCKOro COI03a». 

Remarks : The Product confirms to ND/ 

l
:Conclusion : APPROVED / 

UpnMe'lanue: IlpO,!J;yKT coorneTcrnyeT rpe60BaHID1M H)]; 3aKJiroqeuue: O,ll;OliPEHO 

Prepared by / Ilo,n:roTOBJietto: Checked by/ IlpoBepetto: Checked by (AQA) I Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality OpoBepeuo (AOK): A ssurance/ Authorized person I 
Team Member control- Team Member Amol Ashokrao Rakshale O.ll.06pe1w: O6ecrreqeHHe 

~ 
Quality Assurance- Team KatteCTBa/OTBeTCTBe1rnoe JIHQO: 

L&J-- Member r4/ S. Haneef- Qua1~· Assurance- Team 
M ember ~ 
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