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

CEPTll<l>HKAT AHAJill3A 

Product: Cetrine film coated tablets, IO mg 
IIPOJIVKT: l..J;eTPirn® Ta6JieTKH, IIOKDbIThie IIJieHO'IHOH o6oJIO'IKOH, IO Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
B2600071 

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

: 
PaJMep cepnu 

: 
5000000 Ta6 

Analytical Report No. / 
: 2002FP26000054 

Date of Analysis / : 22-01-2026 
AHa.rJHTH'leCKHH OT'leT .N'!! )laTa auanuJa 

Date of Manufacture / 
18-12-2025 

Date of Expiry / 
30-11-2028 

llaTa npouJBO.lJ.CTBa 
: 

roJieH JlO 
: 

Mfg. License No./ 
MA number:/ 

IIpouJBO.lJ.CTBeuuau : 63/RR/AP/96/F/R 
HoMepPY 

: Jil1-N!!(005456)-(Pr-RU) 
JJHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJJH3 npoBe,n:eu rro H,L(: Jll1-.N'!!(005456)-(Pr-RU)-150524 
Labeline: and artworks annroved: / MapKupoBKa u MaKeTbI yrnep,K,!J,eHhl: 17.02.2025 

Test / IIoKaJaTeJJb Result/ PeJyJJLTaTbl 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. I side. White to off-white core on cross section. 

2 Identification / 
ff,n:eHTHIJJHKaQUH 

HPLC/B3)1{X 

Kpyrfilre JlBOHKOBhIIJYKJihie Ta6JieTKH, 
IIOKpbITbie IIJieHO'IHOH o60JIO'IKOH 
6eJioro IJ,BeTa, c pHCKOH Ha OJlHOH 
cTopoHe. Ha rrorrepel!HOM p33pe3e -
HJlPO 6eJioro IJ,BeTa. 

/ Kpyrfilre JlBOHKOBhIIJYKJibie Ta6JieTKH, 
IIOKpbITble IIJieHO'IHOH o60JIO'IKOH 6eJioro 
HJIH IIO'ITH 6enoro IJ,BeTa, c pHCKOH Ha OJlHOH 
crnpoHe. Ha rrorrepeqHOM pa3pe3e x.n:po OT 
6eJioro ,n:o IIO'ITH 6enoro IJ,BeTa. 

rrhe retention time of the main peak in therrhe retention time of the main peak in the 
chromatogram of test solution comply chromatogram of test solution should comply 
rwith the retention time of the main peakrwith the retention time of the main peak in the 
in the chromatogram of Cetirizine chromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standarc lreference standard solution (section "Assay"). 1 

solution. I BpeWI y,n:epJKHBaHIDI ocHOBHOro IIHKa Ha 
BpeMH y,n:epJKHBaHIDI OCHOBHOro IlHKa Ha ~poMaTorpaMMe HCilhiyYeMoro pacTBopa 
xpoMaTorpaMMe HCilhlyYeMoro pacTBOp2 ~OJIJKHO COOTBeTCTBOBaTb BpeMeHH 
COOTBeTcTByeT BpeMeHH y.lJ.epJKHBaHIDI~,n:epJKHBaHIDI OCHOBHOro IIHKa Ha 
OCHOBHOro IIHKa Ha xpoMaTorpaMMc ~pOMaTorpaMMe CTaHJlapTHOro pacTBopa 
CTaHJlaprHoro pacTBopa 11ernpH3HHa uernpm0Ha rn,n:poxnopn,n:a (pa3,n:eJI 
rn,n:poxnop011:a. <KoJIH'lecTBeHHOe orrpe,n:eJieHHe» ). 

Remarks : The Product confirms to ND/ 

'

'Conclusion : APPROVED/ 
IlpuMeqanue: Tipo.nyr<T cooTBtrrcrnyeT Tpe6oaaRHHM H )J, 3aKJHO'leHUe: O)J;OEPEHO 

Prepared by / Ilo,!J,roTOBJieHo: Checked by/ IIpoaepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A . Susmitha- Quality IlpoaepeHo (AOK): Assurance/ A uthorized person / 
Team Member control- Team Member Amo! Ashokrao RakshaJe 0 ,1Io6peHo: 06ecrreqeHHe 

~ 
Quality A ssurance- Team Ka<teCTBa!OTBeTCTBeHHOe JIHIIO: 

di- Member rv S. Haneef- Quaax·r:1 Assurance- Team 
Member 

loate /,L(arn: ?..-,'!:,--<? f-1-Pl,{, IIDate /,L(arn:&3··0/-J0,{]6 IIDate /'/1,arn: 1,$ ,...- o J ,..1,0,i.t l Date /,L(arn: _j}--1 .-o ) .- 2,,62--;b 



•·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJill3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.nvKT: 1\eTf)HH® Ta6JJeTJ:(1,I, noKpb!TbJe IJJieHoqHoil: o60JJO'IKOJ;i, 10 Mf 

Market / PhIHOK : Russia / PoccIDI 

Batch No./ 
B2600071 

Batch Quantity / 5000000 tab / 
CepJU1 .N'!! 

: 
PaJMep cepn.u 

: 5000000 Ta6 
Analytical Report No./ 

: 2002FP26000054 
Date of Analysis / 

: 22-01-2026 
AuaJIHTH'leCKHH OT'ICT .N'!! .D:aTa auaJiuJa 
Date of Manufacture / 

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

.ll:aTil OPOH3BO)lCTBa 
: 

I'o.neu )lO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BO/J,CTBeHH3B : 63/RR/AP/96/F/R 
HoMepPY 

: JITI-N!!(005456)-(Pf-RU) 
mtQeHJHSI .N"!! 

Analysis performed according ND:/ AuaJim npose,1J,en no H)];: Jill-.N'!!(005456)-(PI'-RU)-150524 
Labelin2 and artworks aooroved: / MapKuposKa u MaKeThI yrsep,K,11.eu&1: 17.02.2025 

.N'!! Test I IloKaJaTeJib Result/ PeJyJibTaTbI Specification / HopMa 
UV- spectrophotometry / Complies I CoorneTcrnyeT The UV-spectrum of the test solution and the 
Y<l>- cneKTPOqJOTOMeTPIDI Cetirizine Hydrochloride reference standarc 

solution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the same 
rwavelengths with an allowed variation of ±2 
nm. /Y<l>-cneKTPhI IlOrJIOIIIeHID! HCilhiryeMOfO 
pacrnopa H CTaH,L(apTHOfO pacrnopa 
uempH3HHa m~mrnopH.lla B o6nacTH oT 200 
JlO 400 HM )l,OJDKHbl HMeTh MaKCHMyMbl 

JIOrJIOIIIeHIDI npH O)l,H00 H TOH )Ke ,!J.JIHHe 
BOJIHbl c )l.OnyCTHMhIM OTKJIOHeHHeM ± 2 HM. 

3 Water content/ Not more than 8.0% I 
Co,1J,epxcaune BO/J.bl 2.6%/2,6% He 6onee 8,0 % 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O)1.HOpO)l.HOCTb /J,03Hp0B3HHbIX 4.2 I 4,2 than 15.0 I IloKaJaTeJih npHeMJieMocm (AV) 
e,IJ,HHHII lnOJI)KeH 6hITh He 6onee 15,0. 

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

101 %; 99%; 100%; 100%; 101 %; 99%. 
dihydrochloride) after 30 min./ He MeHee 
80 % (Q) OT HOMHHaJihHOfO CO)l,ep)Kamrn 
C21H2sCIN203·2HCl (u:empmHHa 
IIJJ-tl'H)J,PUx.JlOPH,IJ.) lft:Dt:'.j 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
UpnMelfaune: Ilpo)l.yKT coorneTcrnyeT TPe60BaHIDIM H;:,; 3aKJIIO'leune: o,n:ONPEHO 

Prepared by/ Ilo)l.roTOBJieHo: Checked by/ IlpoBepeHo: Checked by (AQA) I Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IlpoBepeHo (AOK): Assurance/Authorized person I 
Team Member control- Team Member Amo) Ashokrao Rakshale 0.n.o6peHo: 06ecneqeHHe 

Quality Assurance- Team KatteCTBa/OTBeTCTBeHHOe JIHQO: 

'-¾- cJ- Member ;-v S. Haneef- Q,:ity Assurance- Team 
Member 

loate l;:i;arn: rz._ '5,---P (-1...PYb IIDate l;:,;arn:9_.3-0/-dLO&.G lloate !;:,;am: i,,j ,-- 01 r1,.0i.6'1 Date /,[(arn: 2- l( r-0/..-io~ 



t 

•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH«t,HKAT AHAJilI3A 

Product: Cetrine film coated tablets, 10 mg 
flpoJJ,yKT: Uem1,rn® Ta6neTKH, noKph!ThTe TIJieHoqHoii o6ono<rKOH, 10 Mr 

Market / PLIHOK : Russia / PoccHR 

Batch No./ 
: B2600071 Batch Quantity / 5000000 tab / 

CepHH .N"!! PaJMep cepnH 
: 5000000 Tafi 

Analytical Report No. / 
: 2002FP26000054 

Date of Analysis / 
: 22-01-2026 

AuaJIHTnqecKnii oyqey .N"!! .l(aTa auaJIHJa 
Date of Manufacture / 

: 18-12-2025 Date of Expiry / 30-11-2028 
.l(aTa np0H3B0)lCTBa roJJ,eH J.{O 

: 

Mfg. License No. / 
MA number:/ 

IlpoHJBOJJ.CTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: ill1-.N2(005456)-(Pf-RU) 
JIHU,eHJHH .N"!! 

Analysis performed according ND:/ AuaJIHJ npoee.i.eu no H.l(: JIII-.N'!!(005456)-(Pf-RU)-150524 
Labelin_g and artworks aonroved: / MapKHPOBKa n MaKeTLI yraep?f(Jl.el-!bl: 17.02.2025 

6 Impurities / IlpnMecn 

Impurity A / INot detected/ He o6Hapy)l{eHa 
CTpHMec1, A !Not more than 0.2 % / He 6onee 0,2 % 
Impurity B / INot detected/ He o6Hapy)KeHa 
CTpHMec1, B !Not more than 0.2 % / He 6onee 0,2 % 
Impurity C / Not detected I He o6Hapy)KeHa 
CTpHMecb C Not more than 0.2 % / He 6onee 0,2 % 
Impurity D / Less than LOQ (LOQ = 0.003%) / 
CTpHMec1, D HIDKe npe.nena KOJIH'leCTBeHHoro Not more than 0.2 % / He 6onee 0,2 % 
[mpurity E / onpe,rr;eJieHIDI (IIKO = 0,003%) 
CTpHMec1, E Not more than 0.2 % I He 6onee 0,2 % 
Impurity F / Less than LOQ (LOQ = 0.023%) / HIDKe 
IlpHMecb F npe.rr;ena KOJIH'leCTBeHHoro onpe.rr;enemrn Not more than 0.2 % / He 6onee 0,2 % 

(IIKO = 0,023%) 

Not detected I He o6ttapy)KeHa 

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

Any individual unidentified 0.06% I 0,06% 
impurity I llio6a.11 e.rr;1rnwrna.11 
HeH.rr;eHTHqm:u,ttpoBaHHa.11 npHMeCb 

Not more than 2.0% / 
Total impurities I 0.1% I 0,1% He 6onee 2,0% 
CYAfMa npHMeceii 

Remarks : The Product confirms to ND/ 
1

1:Conclusion : APPROVED/ 
IlpnMeqauue: IlpOJlYKT cooTBeTcTByeT rpe6oeaHID1M H,IJ; 3aKJ11-0'lem1e: O.z:t:OJiPEHO 

Prepared by / IIo,rr;roTOeJieHo: Checked by / Ilpoeepetto: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IIpoaepeHO (AOK): Assurance/Authorized person/ 
Team Member control- Team Member Amo( Asholcrao Rakshale O.no6petto: O6ecneqeHHe 

~ 
Quality Assurance- Team J<atJeCTBalOTBeTCTBel:IROe JIHU,O: 

~ Member ,-v S. Haneef-Qualr Assurance- Team 
Member 

lnate /,lJ;aTa: z._~ ~ 1...--V¼ llnate /.D:aTa:~j--0/,-~0cR 6 1 Date /.D:aTa: 1.. ".?. ,...o I ,--'}.,0'2.--6 Date /,IJ;ara: 1-l..! - o I --~g 

I 

I 
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•·· Dr.Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPTII<llHKA T AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
IIpo.uyKT: Uennrn® Ta6neTKH, noKOhIThle ITJieH01IHOH 06ono11Koil, 10 Mr 

Market / PLIHOK : Russia / Poccmr 

Batch No./ 
B2600071 

Batch Quantity / 5000000 tab/ 
Cepm1.N"!! 

: Pa3Mep cepuu 
: 5000000 Ta6 

Analytical Report No. / 
: 2002FP26000054 

Date of Analysis / 
: 22-01-2026 

AuaJJHTH'leCKHH OT'leT .N"!! .l{aTa auaJIH3a 
Date of Manufacture / 

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

.llaTa npOH3B0,llCTBa 
: ro.ueu ,llO 

: 

Mfg. License No./ 
MA number:/ 

IIpoH3B0,llCTBeHHaH : 63/RR/AP/96/F/R 
HoMepPY 

: nII-.N!!(005456)-(Pr-RU) 
JJHQeH3HH .N"!! 
Analysis performed according ND:/ AuaJIH3 npose.ueu no 11,l],: JIII-.N"!!(005456)-(Pr-RU)-150524 
Labelini? and artworks annroved: / MapKnpoBKa u MaKeTbl VTBep,K,lleHbl: 17.02.2025 

.N"!! Test / 1IoKa3aTeJib Result/ Pe3yJ11>TaTbl Specification / HopMa 
7 Assay / Konuqecrseuuoe Not less than 9.0 mg and not more than 

onpe.ueneuue 11.0 mg C21H25ClN2O3·2HCl (cetirizine 
dihydrochloride) in tablet (between 90,0 % 

9.96 mg I 9,96 Mr and 110,0 % oflabel claim)./ OT 9,0 Mr ,n:o 
99.6% I 99,6% 11,0 Mr C21H25ClN2O3 ·2HCl (uernpH3HHa 

:[(HrH.llJ)OXJIOpH.D:) B Ta6JieTKe (OT 90,0 % ,n:o 
110,0 % OT H0MITTrnJThH0ro CO,TT,ep,r<amnr). 

8 Subdivision of tablets / Complies I CooTBeTcTByeT The tablets comply with the test, if not more 
.lleneuue rn6neTOK than 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 

or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 
Ta6JieTKH COOTBeTCTB)'IOT TJ)e6oBaHIDlM, eCJIH 
He 6onee 1 e,llHHH'IHIDI Macca OTKJIOHHeTC.!I 3a 
npe,n:eJibl 85%-115% OT cpe,n:HeH MaCCbl. 
Ta6JieTKH He COOTBeTCTB)'IOT TJ)e6oBaHH.!IM, 
ecJIH 6onee 11eM 1 HH,!(HBH,!(JaJihHaH Macca 
OTKJIOHJleTC.!I OT 3THX npe,n:eJIOB HJIH, eCJIH 1 
HH.D:HBH,!(JaJibHa.!I Macca OTKJIOHJleTC.!I 3a 
lnoe,neJibl 75%-125% OT cpe}!.HeH MaCCbl. 

'

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpnMe1IaHne: IIpoJzyKT cooTBeTCTByeT TJ)e6oaaHH.!IM H.lJ: 3aKJIJO'lenue: O.llOliPEHO 

Prepared by/ IIo,n:roTOBJieHo: Checked by / IIpoBepeeo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality IIpoBepeHO (AOK): Assurance/ Authorized person I 
Team Member control- Team Member Amol Ashokrao Rakshale O,n:o6petto: O6ecrre11em1e 

cJ- Quality Assurance-Team Ka11ecTBa/OTBeTCTBeHHOe JIHUO: 

~ Member w s. Haneef- Qualr Assurance- Team 
Member 

lnate l,n:arn: '2.--1 ...P' ----tPvC. IIDate t,n:aTa: ~3--01 .. lDU llnate /)];am: 2;/l ro/.--1,0'l.b I Date /):{aTa: 9:.L/ '_o /.-<t.oi-:6 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHA.Jlli3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.uyKT: UenmH® Ta6neTKH, noKDhITbie nneHO'IHOH o6ono'IKOH, l O Mr 

Market / PMHOK : Russia / PoccID! 

Batch No./ 
B2600071 

Batch Quantity / 5000000 tab/ 
: : 

Cepus1 .N'!! PaJMep cepuu 5000000 Ta6 
Analytical Report No./ 

: 2002FP26000054 
Date of Analysis / 

: 22-01-2026 
AuaJIHTH'leCKHH OT'leT .N'!! .L{aTa anaJIH3a 

Date of Manufacture / 
18-12-2025 

Date of Expiry / 30-11-2028 : : 
.L{aTa DPOH3BOJJ:CTBa ro.ueu .uo 

Mfg. License No./ 
MA number:/ 

IlpOH3BOJJ:CTBeHHaH : 63/RR/AP/96/F/R JII1-N2(005456)-(Pf-RU) 
HoMepPY 

: 
JIHU:eH3HH .N"!! 
Analysis performed according ND: I AuaJJH3 npose.a:eu no H.L{: Jll1-.N'2(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapKnposKa u MaKeTLI VTBep~euL1: 17.02.2025 

.N'!! Test I IloKaJaTeJJL Result/ PeJyJILTaTLI Specification / HopMa 

9 Microbiological purity* / 
MnKp06HOJIOrH'leCK3H 
'IHCTOTa* 
a) Total aerobic microbial count/ Less than 10 CFU/g / !Not more than 1000 CFU/g I 
06mee 'IHCJIO a3p06HhIX Meuee 10 KOE/r He 6onee 1000 KOE/r 
MHKpOOpraHH3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g / 
mould count / 06mee q0cno MeHee 10 KOE/r He 6onee 100 KOE/r 
.a:pm10KeBblX H TTJieCHeBhIX rp060B 

c) E.coli Absent in 1 g / 0TcyTcTByeT B 1 r Shall be absent in lg/ OTcyTcTBHe B 1 r 

10 Package / YnaKOBKa lO 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. / no 10 Ta6JieToK B a carton./ 
ITBX/TI,[(BX/ /amoMHHHeBOM 6JIHCTepe. Ilo 10 Ta6neToK B 
flo 3 6JIHCTepa BMeCTe c JIHCTKOM- ITBX/TI,[(BX//amoM0H0eBoM 6n0cTepe. no 2 
BKJiaJJ:bIIIIeM ynaKOBaHhI B na11Ky 0110 3 6JIHCTepa BMeCTe C JIHCTKOM-
KapTOHH)'lO. BKJiaJJ:bIIIIeM ynaKOBaHhI B na'IKY KapTOHH)'lO. 

* 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./ Tipoeo_nITTCll npOH3BOA!freJieM npH BblnycKe nep11O.nw1ecK11: JI.J]ll KIDK)!OH 20-oll cepHH HJil-1 He Mettee I proa B ro.n. TIOKa3aTeJib MOJKeT 6bITb He BKJIIO'leH 
B Ceprn4>1-1KaT llHaJIH3a 4>1-1pMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lauue: npo.a:yKT cooTBeTcTByer TPe60BaHID1M H.lI, 3aKJIIO'leuue: O)];OliPEHO 

Prepared by / no.uroTOBJieHo: Checked by/ npoBepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha- Quality ITponepeHo (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amo! Ashokrao Rakshale 0l{o6peHo: 06ec11e11eH0e 

q Quality Assurance- Team Ka'IeCTBa!OTBeTCTBeHHOe JIHIJ;O: 

Lf4-- Member tv S. Haneef- Qual1.·Rtv Assurance- Team 
Member 

IDate /.lI,ara: Q)J-P l~'l{lloate /JJ.ara: J8-0l -;}()J.,b llDate /.L{ara: '},,$ ,.. f) I r '2,0'2-bl Date /J1.ara: ~.-0) i,0t,)j, 



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

Product: Cetrine film coated tablets, 10 mg 
IlPOJlVKT: U eTDHH® TI16JieTKH, noKpblThIe ruiettotJHOH 06onoqK011, 10 Mr 

Market/ PLIHOK : Russia / PoccIDJ 

Batch No./ 
B2600071 

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

: 
PaJMep cepmt 

: 
5000000 TI16 

Analytical Report No. / 
: 2002FP26000054 

Date of Analysis / : 22-01-2026 
AuaJIHTnqecKnii: oTqeT .N'!! )lara auanuJa 

Date of Manufacture/ 
18-12-2025 

Date of Expiry / 
30-11-2028 

.l{aTa npOHJBO,llCTBa 
: 

ro,lleH,llO 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBO,llCTBenuaH : 63/RR/AP/96/F/R 
HoMepPY 

: JII1-.N°!!(005456)-(Pf-RU) 

JJHQeHJlfSI .N"!! 
Analysis performed according ND:/ AuaJIH3 npoae,lleH no H)l: JIIl-.N'!!(005456)-(Pr-RU)-150524 
Labeline: and artworks aooroved: / MapKnpoaKa u MaKeThl yraep)KlleHbl: 17.02.2025 

API name/ HanMenoaauue Act,C: Cetirizine dihydrochloride / UeTIIDHJHHa JlHrHlIDoXJiopH,D; 

INN /MHH: Cetirizine I U:enrpHJHH 

API manufacturer batch number/ BT00X25004, BT00-25044 
HoMep cepu11 nponJBOJJ.HTeJJH Act,C: 
FP Manufacturer API Batch number/ FBSA00297, FBSA00293 
HoMep cepuu cy6cTauuuu DPOH3B0,llHTeJJH r Jlc]): 
API Manufactured by & country / Glochem Industries Private Limited, India/ 
IloonJBO/lHTeJJh A<I>C, cTpatta: rnoxeM vlH,nacTDttec IlpaimttT JlHMttTeJl, MH.ll.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 Mandal, Medchal 
HanMenosauue, a,llpec, JIHUeHJHH JJ:JIH Malkajgiri Distrist - 500090, Telangana State, India (license No 
IlpOH3B0JJ:CTBeHHaH OJIOJUa)J;Ka / IlJIOLUa,llKa KOHTpOJJH 63/RR/ AP/96/F/R). I IlpoIDBOJlCTBeHHoe IIOJlPa3JleJieHHe-II, 
KaqecTBa / IlJIOLUaJJ:Ka BhmycKa YqacTKtt .N"!! 42p, 43, 44p, 45p, 46p, 53, 54 " 83, EaqynaJIJitt 

BJfJUiaJl)K, EatJynaJIJitt Matt.nan, Me,nqan ManaKaJl)Krnptt 
Jl:ttCTpHKT - 500090, IIITilT TenaHraHa, MHJlIDI (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 coWltry. Production, packaging 
and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is 
established». / 
3aKJiroqeutte O COOTBeTCTBHH: «I-iacTOHIIIHM H rro,nTBep)KJlaIO, 'ITO npHBe,neHHa.ll Bblllle ttmpopMaQID! HBJI.lleTC.ll JlOCTOBepHOH " 
TOtJHOH. 3Ta cepID! IIpO)zyKl.].HH IIpOH3Be,lleHa (BI<JJJOtJaH yrraKOBKY (MapKttpOBKY) " KOHTpOJib KatJ:ecrna) Ha BblIIIeyKaJaHHOH 
IlpOH3BOJlCTBeHHOH JIJIOIUa,ll,Ke (TIJIOIUa,ll,Kax) B IIOJJHOM COOTBeTCTBHH C Tpe6oBaHHHMH IlpaBHJJ Ha,ll.Jie)KarueH IlpOH3BO,ll,CTBeHHOH 
npaKTttKH EBpaJttHcKoro 3KOHOMHtJ:ecKoro cm03a (N!!GMP/EAEU/RU/02346-2025 OT 25 ceHTH6pH 2025) H Tpe60BaHID1MH 
KOHTpOJIH KatJeCTBa JieKapcTBeHHbIX cpe,ll,CTB, a mK)Ke B COOTBeTCTBHH co crreQH<pHKal.].IDIMH, CO,ll,ep)l{alIIHMHC.ll B perttcTpaQHOHHOM 
,ll,OCbe CTpaHbI-HMIIOpTepa. 3aJIHCH no npOH3BO,ll,CTBY, ynaKOBKe " aHaJIIDy npoBepeHbI, H ycmHOBJieHO HX COOTBeTCTBtte 
Tpe6oBaHI-UlM IIpaBIDJ Ha,ll,Jle)l{arueH IIpOH3BOJlCTBeHHOH npaImurn EBpaJIDiCKOr0 3KOHOMHtJ:eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
fipDMe•1anue: IlpOJJYKT cooTBeTcrnyeT Tpe6oBaHHHM Hll. 3aicmoqen11e: O,L(0:6PEHO 

Prepared by / Ilo,ll,roTOBJieHo: Checked by / IlpOBepetto: Checked by (AQA) / Approved by: Quality 
D . Latha - Quality control- A . Susmitha- Quality ITpoBepett0 (AOK): Assurance/ Authorized person/ 
Team Member control- Team Member Amo! Ashokrao Rakshale O.no6peHo: O6ecrretJeHtte 

{J-
Quality Assurance- Team Ka'l:eCTBa/OTBeTCTBeHHOe JJHQO: 

~ M ember ,v S. Haneef- Quahi~ Assurance- Team 
Member 
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