
·•· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJ1113A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
OpOJlYKT: LI.eTP.HFI® Ta6JieTKH, noKpb!Tbie nJieHO'-IHOH. o60JIO'-IKOH., 10 Mr 

Market/ P1>IHOK : Russia/ Pocc1-u1 

Batch No./ 
V2600377 

Batch Quantity/ 
: 

25,00,000 tab I 
: 

Pa1Mep cepun. 25,00,000 Ta6 Cepm1 .N"2 
Analytical Report No./ 

: 890001867521 
Date of Analysis / 

: 07.03.2026 
AHaJ1HTHtJecic1-1u OTtJeT X2 ,JJ:aTa aHanu1a 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 : 

fo,o:eH .o:o 
: 

,JJ:aTa DPOHJB0JlCTBa 

Mfg. License No./ 

IlpoHJB0,11,CTBeHHaH : MNB/05/263 
MA number:/ 

HoMep PY 
: JITT-NQ(005456)-(Pf-RU) 

Jmu;eHJHH ..N'2 
Analysis performed according ND:/ AHamn npose,11,eH no H,JJ:: JITI-..N'2(005456)-(Pf-RU)-150524 
Labeling- and artworks appro,,cd: / Mapicuposica "MaKeTM yTsep"')le11bl: 12.11.2024 

..N'2 Test/ Iloica1aTeJ11> Result/ Pe1yn1>TaTM Specification/ HopMa 

1 Description/ OnucaHHe 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. 
KpyrJibJe .LlBOl!KOBblITYKJJble Ta6JieTKlf, I Kpyrm1e .UBOl!KOBblITYKJible Ta6JieTKlf, 
noKpb!TbJe OJieHOlJHOH. o6oJIO'-IKOH. noKpb!Tble nneHO'-IHOH. o6onoYKOH. 6enoro 
6enoro UBeTa, C pHCKOH. Ha O.UHOH. HJIH 004TH 6enoro UBeTa, C pttCKOH. Ha O,llHOH. 
CTOpOHe. Ha nonepeYHOM pa3pe3e - cTopoHe. Ha nonepeYHOM pa3pe3e ll,11,pO OT 
ll.llPO 6enoro useTa. 6enoro .llO DO'lTH 6enoro useTa. 

Remarks : The Product confirms to ND/ 
□ pHMClJaHue: npo.uyKT COOTBeTCTByeT Tpe6oBaHttllM H)], II

Conclusion: APPROVED/ 
3aKJ110l!em1c: O,JJ:OEPEHO 

Prepared by/ 
ITo.uroTOBJieHo: 

v; zrm• 

Date/ 
.[la-ra: 07.03.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
npoaepeHo: Pravesh npoa peHO (AOK): Amit person / O.llo6petto: O6ecneYeH11e 

Rana 

1 
Kumar KaLJecrna/OrneTcTBeHHOe m1uo: 

~ ~ (\);~ 
Date/ Date/ 'Date/ 

d:}--o.3,r-?-e)~ ,UaTa: 07.03.2026 AaTa: 07.03.2026 .L{aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: rnail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTll <l>llKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +919816656001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
IlpO./lYKT: IJ.eTPHH® Ta6JieTKH, noKpbITbie nJieHOlJHOH o6oJIOlJKOH, 10 Mr 

Market/ PbrnOK : Russia/ Poccm1 

Batch No./ V2600377 
Batch Quantity/ 

: 
25,00,000 tab/ 

: Pa3Mep cep1111 25,00,000 Ta6 Ce1>1111 N2 

Analytical Report No./ 
: 890001867521 

Date of Analysis/ : 07.03.2026 
AuaJIHTH'feCKHH OT'feT N2 ,11.aTa auaJiu3a 

Date of Manufacture/ 

,llaTa IlPOit3B0.ll.CT83 
: 02/2026 

Date of Expiry / 

roAeH AO 
: 01/2029 

Mfg. License No./ MA number:/ 
IlpOH3B0./lCTBeHHaH : MNB/05/263 

HoMep PY 
: JITT-N~(005456)-(Pf-RU) 

JIHL{eH3HSI .N'! 
Analysis performed according ND:/ AHaJJll3 npOBCJJ.CH no H,ll: JIIT-.l\"2(005456)-(Pf'-RU)-150524 
Labeline and artworks anorovcd: / MapKJtOOBKa II MaKCTbl VTBeo,tq.te11b1: 12.11.2024 

Test I IloKa3aTeJib 

ldentifkatioo / 
lvl.eHl'lllj>HKal(HSI 

Remarks : The Product confirms to ND/ 

Result/ Pe3yJJbTaTbI pecification / HopMa 

he retention time of the main peak in th he retention time of the main peak in lh 

chromatogram of test solution co.mp! chromatogram of test solution should comp! 
with the retention time of the main pea~ ith the retention time of the main peak in th 
in the chromatogram of Cetirizin · chromatogram of Cetirizine Hydrochlorid 

ydrochloride reference standar reference standard solution (section "Assay"). 
olution. / BpeMa y.nep)ln1BaH11a ocHosHoro 

BpeMH y.nep)l{HBaHHH OCHOBHoro nttKa Hi'POMaTorpaMMe HCnhITyeMOro 
xpoMaTorpaMMe HCflbITyeMoro paCTB0p OJl>KH0 C00TBeTCTB0BaTb 
C00TBeTCTByeT speMeHH yJJ.ep)l(HBaHHll .a.ep)K11BaHHH OCHOBHOro fIHKa 
OCHOBH0ro nHKa Ha xpoMaTorpaMM poMaTorpaMMe CTaH,napTHOro 
CTaHJiapTHoro pacTBopa uen 1pH3HH lleTHpH3HHa rn.npoxnop11.a.a 
rttApOXJI0pHJJ.a, «KOJlli'feCTBelJHOe onpe,ueJieHHe» ), 

Conclusion : APPROVED / 
IlpHMClJ3HHe: npo.a.yKT COOTBeTC1'13YCT , ·pe6oeaHHRM HLI, 3aKJIIOlJCHue: O,ll0.6PEHO 

Prepared by / 
TToitrOTOBJieH0: 
Vishal Sharma 

cl, 
Date/ 
,llaTa: 07.03.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized 
npoaepeHo: Pravesh nposepe1-10 (AOK): Amit per on I O.no6peHo: O6ecrretJeH11e 
Rana 

i 
Kumar Ka"!eCTsalOTBeTCTBeHH0e JIHU,O: 

~ (0}f/ 
Date / 

I 
Date / IDate / ~--03~'2-eJU LJ,aTa: 07.03.2026 )lam: 07.03.2026 Ll,aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANAL Y IS 
CEPTM~HKATAHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, IO mg 
Ilpo.lJ,_yKT: UeTPHH® rn6neTKH. n0KPb1Tb1e rrneH04HOH 06ono•1Koii, 10 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
V2600377 

Batch Quantity / 25,00,000 tab/ 
: Pauiep cepuu 

: 
25,00,0QQ Ta6 Ceom1 .N'2 

Analytical Report No./ 
: 890001867521 

Date of Analysis / 
: 07.03.2026 

AuaJIHTH'feCKHH OT'feT .N'2 .Uan auaJima 

Date of Manufacture/ 
02/2026 

Date of Expiry / 
01/2029 : : 

,Uan npomsoJ(CTBa ro,lleH JlO 

Mfg. License No./ 
MA number:/ 

IlpOH3BOJlCTBeHHaH : MNB/05/263 
HoMep PY 

: JUI-N~(005456)-(Pr-RU) 

JIHUeHJHH .N'2 
Analysis performed according ND:/ AuaJIH3 npose,lleH no H,U: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labelin!!: and artworks approved:/ MapKIID0BKa H MaKeTbl VTBCPlt\JleHbl: 12.11.2024 

.N'2 Test I IloKaJaTeJib Result/ PcJyJlbiaTbl Specification / HopMa 

lN- spectrophotometry I [he lN-spectrum of the test solution and the 

Y<l>- cneKTpO!pOTOMeTpHS! Cetirizine Hydrochloride reference tandard 
solution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the ame 
wavelengths with an allowed variation of ±2 

Complies/ CooTBeTcTByeT nm./ Y<l>-cneKTph1 nornomeHHl! Hcnr,nyeMoro 
pacTBopa 11 crntt.napTHoro paCTB0pa 
LleTHpH3HHa rn.npoxnop11.na B 06nacn1 OT 200 
AO 400 HM .nomKHhl HMeTh MaKCHMYMhl 
nornomeHHJI npH OJlHOH H TOH )Ke AITHHC 
B0JIHbl c .nonycTHMhIM OTKJlOHeHHeM ± 2 HM. 

13 Dissolution/ PacTsopenne !Not less than 80% (Q) of the labeled amount 
of C21H2sClN2O3· 2HCI ( cetirizine 

101 %; 98 %; 97 %; 99 %; 98 %; 99 %. 
dihydrochloride) after 30 min./ He MeHee 
80 % (Q) OT HOMHHaJlhHOro co.nep)l(aHHl! 
C21H2sClN2O3·2HCl (uernpH3HHa 
lm1riu1oox110011.n) <JeoeJ 30 MHH. 

~ Uniformity of dosage units/ Acceptance value (AV) should be not more 

O1.1.uopOJ.J. HOCTb Jl03HpOBaHHblX 3.0 lthan 15.0 I IloKa3aTenr, np11eMneMocrn (AV) 
C.ll.llHIIU ln0n,KeH 6bnb He 6onee 15,0. 

'!Remarks : The Product confirms to ND/ Conclusion : APPROVED / 

1n p11MC'i8HHe: ITp0JzyKT CO0TBe'fCTByeT Tpe6oBaHHl!M H.[( 3aKJHO'ie1111e: O,UO6PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
n.01iroToaneHo: flpoeepeHo: Pravesh fTpoBepeHO (AOK): Amit per on/ O.no6peHo: O6ecne4em1e 
Vishal Sharma Rana 

1 Kumar 
"''"""'"'"''""'~ (} · ~~ 

Date I Date/ Date/ !Date/ 
~~s-?--02..-~ narn: 07.03.2026 ,llaTa: 07.03.2026 .D,arn: 07.03.2026 :na,-a: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSI 
CEPTtt<l>HKAT AHAJl113A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, \NOIA 

Tel: +9198166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.avKT: l...leTPHH® 'n\611eTKn, 0OKPb!Tble nneH04HOH 060110•1K0H, 10 Mr 

Market/ PblHOK : Russia/ Pocc,rn 

Batch No./ 
V2600377 

Batch Quantity / 
: 

25,00,000 tab I 

ICep1rn .N"2 
: Pa3Mep cepun 25,00,000 rn6 

Analytical Report No./ 
: 890001867521 

Date of Analysis / 
: 07.03.2026 

AHaJJHTHlfeCKHH OTlfeT .N"2 )],an anaJJUJa 

Date of Manufacture/ 
02/2026 

Date of Expiry / 
: 01/2029 

)J,aTa npo113B0JJ.CT83 
: 

foJJ.eH }J.0 

Mfg. License No./ MA number:/ 
IlpOH3BO}J.CTBeHH3H : MNB/05/263 

HoMep PY 
: JlIJ-.NQ(005456)-(Pf-RU) 

JIIIUCH31UI .N°! 
Analysis performed according ND:/ AuaJJH3 npoBeJJ.eH no H)l,: JIIl-.N"2(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / Maoicuoonica II MateeTbl YTBeP"'llCHbl: 12.11.2024 

5 Impurities/ IlpuMecu 
Impurity A/ 
npHMeCb A 
Umpurity B / 
TT.pHMCCb B 
~mpurity CI 
npHMeCb C 
Impurity D / 
npHMCCb D 
lmpurity E / 
ITpHMCCb E 
lmpurityF / 
CTpHMeCb F 

Below LOQ (LOQ = 0.019 %) I Htt)Ke 
npe,nena Kon114eCTBeHHoro onpe,D,e1tem,u1Not more than 0.2 % / He 6onee 0,2 % 

(ITKO = 0,019 %) 
0.04 % Not more than 0.2 % I He 6onee 0,2 % 

Not detected / He o6Hapy>KeHa 
!Not more than 0.2 % I He 6onee 0,2 % 

Below LOQ (LOQ = 0.003 %) I Htt>Ke 
npeJ1e11a KOntt11ecTBettttoro orrpeJ1eneH1111 Not more than 0.2 % I He 6onee 0,2 % 

(ITKO = 0,003 %) 

Below LOQ {LOQ = 0.023 %) / Htt)Ke 
npeJ1ena KOlltt4ecrneHttoro onpeJJ.enett1111 

(TIKO = 0,023 %) 

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

Below LOD (LOD = 0.015 %) / Htt)Ke !Not more than 0.2 % / He 6onee 0,2 % 
Any individual unidentified npe,nena o6ttapy)KeHHll (ITO= 0,015 %) 
impurity/ JlI06al! e.uttHH4Hal! 
tte11.neHT11qn11~ttpoaaHHall npttMecb Below LOQ (LOQ = 0.05 %) / Htt)Ke !Not more than 0.2 % / 

npene11a Konw1ecrneHHoro onpe.aeneHHll He 6onee 0,2 % 

rrotal impurities / 
iCyM Ma np11Mece11 

(ITKO = 0,05 %) 

0.0441 % 
!Not more than 2.0% / 
He 6onee 2,0% 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
Op11Me<taHue: npo,nyr,.,- cooTBeTcT.ayeT Tpe6oaaHHllM H)], 3aKJJ10lfem1e: OJJ,O£PEHO I;=:==========;-;:====================! 
Prepared by I 
TIOJlfOT0BJICl•IO: 
Visha l Sharma 

Date/ 
L(arn: 07.03.2026 

Checked by/ 
nposepetto: Pravesh 

Raoa { 

Date/ 
,[laTa: 07.03 .2026 

Checked by (AQA) I 
OpoaepeHo (AOK): Amit 
Kumar 

D ate / 
)lam: 07.03.2026 

Approved by: Quality Assurance/Authorized 
per on/ O.uo6peHo: O6ecne11eHHe 

.asocra,/0,ooms~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4300 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 

Product: Cetrine film coated tablets, IO mg 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 
www.drreddys.com 

IT po.1.n,icr: Ue-rpHH® Ta6neTKH, nOKPbll'bte nnettO'tHOH 06ono•1KOH, 10 Mr 

Market/ PbIHOK : Russia I Poccmr 

Batch No./ V2600377 
Batch Quantity / 25,00,000 tab I 

: 
Pa1Mep ccp1111 

: 
25 ,00,000 Ta6 Ceom1N2 

Analytical Report No. I 
: 890001867521 

Date of Analysis / 
: 07.03.2026 

AHaJJHTH'lecKHH OT'feT .N'2 )laTa aHaJJHJa 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 : 

fO)leH )lO 
: 

)la Ta n P0ll3B0.llCTB3 

Mfg. License No./ 
MA number:/ 

IlpoHJBO)lCTBeHHaH : MNB/05/263 
HoMep PY 

: JITI-N2(005456)-(Pf-RU) 

JIHQeHJHH N2 
Analysis performed according ND:/ AuaJJHJ npose)leH no H,l],: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1mponica u MaKeTbI yrser>;KJ{CHbI: 12.11.2024 

N2 Test I Iloica1aTeJib Result/ Pe1yJibTaTb1 Specification/ HopMa 

6 Water content/ 
3.4 % 

INot more than 8.0% I 
Co)lep,1eanue BO)lbI He 6onee 8,0 % 

7 Microbiological purity* I 
Muicpo6HOJJOrH'fecicaH 
'IHCTOTa* 
a) Total aerobic microbial count/ NA Not more than 1000 CFU/g I 
O6ruee lJHCJJO a3p06HblX He 6onee 1000 KOE/r 
MHKpoopraHH3MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count / O6mee lJHCno He 6onee 100 KOE/r 
.upm101<eBbIX 11 nnecHeBbIX rp1160B NA 

c) E.coli :shall be absent in lg / OrcyTCTBHe s 1 r 
8 :Assay / KOJIH'leCTBeHHOe Not less than 9.0 mg and not more than 

onpe)leJieuue 11.0 mg C21H2sClN2Or2HCl (cetirizine 

10.06 mg /10.06 Mr 
dihydrochloride) in tablet (between 90,0 % 

100.6 % 
and 110,0 % of label claim)./ OT 9,0 Mr .uo 
11,0 Mr C21H25CJN2O3·2HCI (uempH311Ha 
JlHrHApoxnopH.u) B Ta6neTKe (oT 90,0 % .n:o 
110,0 % OT HOMHHaJibHOrO co,nep)l(aHHH). 

Remark : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe<Janue: TTp0AYKT cooTBeTcrnyeT Tpe6osamrnM H.U 3aKJllO'lenue: O.[J.OEPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TTo)l.r OTOSJleHO: Tiposepetto: Pravesh nposepeHo (AOK): Amit person / O.n:o6petto: O6ecnetJeHHe 
Vi hal Sharma Rana 

f 
Kumar KaYeCTBalOTBeTCTBeHHOe JIHLI_O: 

·(J~ j\~ QA~ 
Date I Date/ Date I !Date / d"9..-o~,_2,;01A AaTa: 07.03.2026 AaTa: 07.03.2026 Ll,aTa: 07 .03 .2026 JlaTa: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +91 40 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's~;• 

C ◄ RTIFICATE OF ANAL I 
CEPTlil<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
fipolJ.yKT: IJ.eTpHH® Ta611eTKH, n0KPblTble nneH04HOH 0601101.fKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2600377 

Batch Quantity / 25,00,000 tab I 
• Cep1rn _N"g 

: 
Pa3Mep cep1111 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001867521 

Date of Analysis / 
: 07.03.2026 

A11an11n11~eCKIIII 0T'JeT .N"! .LI.an anann3a 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 : : 

.LI.an np0ll3BO/l.CTBa ro/leH )).0 

Mfg. License No./ 
MA number: I 

IlpOH380)).CTBeHHaR : MNB/05/263 
HoMep PY 

: JITI-NQ(005456)-(Pf-RU) 

JlHU.Cll3IUl _Ng 
Analysis performed according ND:/ AuaJIH3 npooe.11.en no H,ll,: JIII-.N"g(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKIIP0BKa II MaKeTbI yrsep;imeHbl: 12.11.2024 

_Ng Test/ IloKa3aTeJib Result/ Pe3yJibT3TbI Specification/ Hop/\18 

9 ~ubdivision of tablets I Complies/ CoorneTcrnyeT rrhe tablets comply with the test, if not more 
}lene,rne Ta6neToK than l 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. I 
Ta6neTKH COOTBeTCTBYIOT Tpe6oaamrnM, CCJll,I 
HC 6onee 1 eJJ,11Hl14HaH Macca OTKJI0HHeTCH 3a 
npeJJ,eJlbl 85%-115% OT cpeJJ,Hett M8CCbl. 
Ta6neTKH He COOTBeTCTBYIOT Tpe6oaaHHllM, 
ecmI 6onee 'ICM 1 HH.11.HBHLJ.YanbHal! Macca 
OTKJJ0HlleTCII OT 3Tl1X npeLJ.eJJOB mm, ecm1 1 
11H,!lHB11.llY8JlbH8ll Macca OTKJIOHlleTCll 3a 
npe)).CJlbl 75%-125% OT cpe.nHeH MaCCbl. 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 
IlpuMe'laHHe: n.poJ.lyKr C00TBeTcTByer Tpe6oBaHHJIM H,l.( aKmo•Ie1111e: O,ll,OEPEHO 

Prepared by/ Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TIO.Lll'OTOBJleHo: Tiposepetto: Prave h TTpoeepe110 (AOK): Amit per ·on / O.n:o6peHo: O6ecne1Iett11e 

Vishal~: 
Rana 1 Kumar 

"'"CT"/(lTmcr~ ~ 

0~-
1Date/ Date/ !Dale / II~:~: ~ .-0 .:s r- 'U?J"L--4 LI.am: 07.03 .2026 Jl,a-ra: 07.03.2026 :nara: 07.03.2026 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001°02 

www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
IlpO,llYICT: l.l,eTpHH® Ta6JieTKH, noKpblTble nneH04HOH o6oJI04KOH, IO Mr 

Market/ PblHOtc : Russia/ Poccm1 

Batch No./ 
V2600377 

Batch Quantity/ 25,00,000 tab I 
: PaJMep cepuu 

: 
25,00,000 rn6 Cepusi .N'2 

Analytical Report No. / 
: 890001867521 

Date of Analysis / 
: 07.03.2026 

AHaJJHTH'leCICHH OT'feT .N'2 ,l(aTa auaJJHJa 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 

I.UaTa npouJBO,llCTBa 
: fo,lleH ,llO 

: 

Mfg. License No. / 
MA number:/ 

Il poH3B0,llCTBeHH3SI : MNB/05/263 
HoMep PY 

: JITI-NQ(005456)-(Pf-RU) 

JIHQeHJHSI .N'! 
Analysis performed according ND:/ AnaJJHJ npose,lleH no H,l(: JITI-.N'2(005456)-(Pf-RU)-150524 
Labelill!?. and artworks approved:/ Maptcuponica u J11lltcCTbl yTBCP,K,lleHbI: 12.11.2024 

.N'! Test/ IlotcaJaTeJJb Result/ PeJyJJbTaTbI Specification/ HopMa 

10 Package/ Ynatcostca 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. I no 10 Ta6neTOK B a carton. I 
ITBX/TI,[J;BX//amoMHHHeBOM 6m1cTepe. ITo 10 rn6neTOK B 
rro 3 6m-1cTepa BMeCTe c JIHCTK0M- llBX/ll,llBX//amoMHHHeBOM 6nHCTepe. Do 2 
BKJia.[lhIWeM ynaKOBaHbl B naYKY HJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-

KapTOHHYfO. BKJia.[lbIWeM ynaKOBaHbl B naYKY KapTOHHyIO. 

* Performed by the manufacturer at release penodically: one m every 20 batches or at least once a year. The parameter may be 
absent from the Company's certificate of analysis . / llposo.n:1-1Tc11 npoHJBO.LlHTeneM npH BbmycKe nep1-10.n:w1ecKH: .n:n11 Ka)K)].ott 20-ow 
cepmI HJIH He Mettee 1 pa3a B ro.n:. lloKa3aTeJib MO)KeT 6bITb He BKJIIO'leH B CepT11cb11KaT aHaJIH3a dJHPMbl 

API name/ HauMeHOBaHue A<l>C: Cetirizine dihvdrochloride / Ue-r110·1131-1Ha AHrMAPOXJlOPHA 

INN /MHH: Cetirizine I l.l,ernpH3HH 

API manufacturer batch number / BT00-25084 
HoMep cepuu npouJB0,llHTeJJSI A<l>C: 
FP Manufacturer API Batch number / FETA00032 

HoMep cepuu cy6CTaHQHH npOH3B0,llHTeJJSI r Jl<I>: 
API Manufactured by & country/ Glochem Industries Private Limited, India/ 

IlpoHJBOJlHTeJJb A<l>C, cTpaua: rnoxeM YlH,llaCTpHeC llpattBHT JI11MHTC)l, vlH,a:1111 

Name, address, authorization No for FP Formulation Unit-6, Vill. Kho!, Nalagarh Road, Baddi, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
fl pHMC'la111te: llpo.u.yKT COOTBeTCTByeT -rpe60B8Hli!HM H,ll 3atcJJtO'ICHue: O,l(OliPEHO 

Prepared by/ 
TTo.ur0TOBJJeHO: 
Vi hal Sharma 

rl~ 
Date/ 
,lla-ra: 07.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
Tiposepetto: Pravesh llpoeepetto {AOK): Amit per on / O.u.o6peHo: O6ecne'!eHHe 
Rana { Kumar Ka4eCTBalOTBeTCTBeHHOe JJHUO: 

~ ~~ 
!Date/ 
1,llaTa: 07.03.2026 

!Date / 
:.lla-ra: 07.03.2026 

IIDate / 
,lla-ra: 6'3r-o :?,.- U)~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.ny1a: U:eTp1rn® rn6JieTKH, noKpbITbie nJieHOT.JHOH 060JIOT.JKOH, 10 Mr 

Market / Pi,rnoK : Russia/ Poccm1 

Batch No./ 
V2600377 

Batch Quantity/ 25,00,000 tab/ 
Ceom1 N2 

: 
PaJMep cepHH 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001867521 

Date of Analysis/ 
: 07.03.2026 

AHaJrnTH'lec1mu 0T'leT N2 .LJ:aTa aHaJ1HJa 

Date of Manufacture/ 
02/2026 

Date of Expiry / 
01/2029 

.LJ:aTa DP0H3B0,llCTB3 
: 

ro.neH ,llO 
: 

Mfg. License No. / 
MA number:/ 

fipOH3BO,llCTBeHH3H : MNB/05/263 
HoMep PY 

: Jlf1-NQ(005456)-(Pf-RU) 

JlHUeHJHH N2 

Analysis performed according ND:/ AHaJlHJ npoBe,IJ;eH no H.LJ:: JIIT-.N"2(005456)-(Pf-RU)-150524 
Labelin~ and artworks aooroved: / MapKHpOBKa H MaKeTbl YTBep'IK,lleHbl: 12.11.2024 

manufacturing site/ Control site/ Release site/ Distt. Solan (HP) 173205, India (license No MNB/05/263). 

HauMeuosauue, ai:.pec, JIHQCH3HSI i:.nsi / TTpott3BO,D,CTBeHHoe no,npa.3,D,erreHtte-6, Bttrrrr. Kxorrh, 

11poH3Boi:.cTBCHHaSI UJIOJ.Qa,D,Ka / IIJJOJ.Qai:.Ka Harrarapx Poy,D,, Ea,D,,D,tt, ,[(HCTpHKT CorraH, x.n., 173205, 
KOHTPOJISI KaqecTBa / IlnoJ.Qa,D,Ka BbmycKa HH,D,ttSI (Jim.-1eH3tt.SJ NQ MNB/05/263). 

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 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». 
3aKJ1IO'leHHe O COOTBeTCTBHH: «HaCT05lll\HM 51 nO)].TBep)K,!1.aJO, '-!TO npHBe)].eHHa51 BbIWe HHq>OpMaUl151 51BJI51eTC51 )].OCTOBepHOH 11 
TO'-IHOH. 3Ta cepH51 npO.D.YKUHH np0113Be)].eHa (BKJIJOT.Ja51 ynaKOBKY (MapKHpOBKY) Ii KOHTpOJib KaT.JeCTBa) Ha BbIWeyKaJaHHOH 
npOl-!3B0)].CTBeHHOH nno111a)].Ke (nno111a.D.Kax) B nOJIHOM COOTBeTCTBl111 c Tpe6osaHH51MH IlpaBHJI Ha)].Jie)Ka111etl. npOH3B0)].CTBeHHOH 
npaKTl1Kl1 Espa311HCKOfO 3KOHOMHT.JeCKOfO COJ03a 11 Tpe6osaHH51Ml1 KOHTPOJI51 KaIJeCTBa JieKapcTBeHHbIX cpe,!1.CTB, a T3K)Ke B 
COOTBeTCTBHH co cnel.\mlrnKaU1151Ml1, C0,!1.ep)K31I.111MHC51 B per11cTp31.\110HHOM )].OCbe CTpaHbl-HMnOpTepa. 3anwc11 no npOH3B0)].CTBY, 
ynaKOBKe H aHaJJH3Y nposepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M IlpaBHJI Ha)].J1e)Ka111ei1 np0113B0)].CTBeHHOH 
npaKTHKH Espa3HHCKOro 3KOH0MHT.JeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Tip1meqanue: Tip0J\YKT c00TBeTCTByeT Tpe6oeam-1RM H.U 3aKJ1IO'leHue: O.LJ.OoPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized 
TTo.D.rOTOBJietto: Ilposepetto: Pravesh Ilposepetto (AOK): Amit person / O.D.o6petto: O6ecneT.JeH11e 
Vi hal Sharma Rana 

1 
Kumar KaT.JeCTBa!OTBeTCTBeHHOe Jll11.\0: 

cj/ /\_A @&-
Date / Date / IDate / II~::: ~ '-'.) ~ s---'7.JZJ 'U )].aTa : 07.03.2026 )].aTa: 07.03.2026 :llaTa: 07.03.2026 
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