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CERTIFICATE OF ANALYSIS 
CEPTM<I>MKAT AHAJIM3A 

Ur. i·{1.0 ddy's l.aboralories Ltd 
Furrnulation llnit-6 
'✓ ii. l('1u1, i\ic:i,;garl: f{oc1d, Baddi, 
D1:;t, ':,o,an, H :', 1n 205, INDIA 

le!: ; 0JJ 9tll6G ')6001-02 

\'vww.drrrcldyo com 

Product: Cetrine® film coated tablets, 10 mg 
IIpo,uyKT: UeTp1rn® rn6J1eTKH, noKphITbie nJleHO'lHOH 060J10'lKOH, 10 Mr 

Market / PblHOK : Russia/ Poccmi 

Batch No./ V2600556 
Batch Quantity/ 25,00,000 tab/ 

Cepusi .M! : Pa3Mep cepuu : 25,00,000 Ta6 

Analytical Report No. / 
: 890001871152 

Date of Analysis / 
: 21.03.2026 

AuaJ1HTH<Jec1rnii OT'teT .N'2 ,UaTa auaJinJa 
Date of Manufacture / 

03/2026 
Date of Expiry/ 

02/2029 
.UaTa npOH3B0,UCTBa 

: 
ro.ueu .uo 

: 

Mfg. License No./ 
MA number:/ 

IlponJBO.UCTBeuuasi : MNB/05/263 
HoMepPY 

: JII1-.N2(005456)-(Pf-RU) 
J1HIWH3HSI .N'2 
Analysis performed according to ND:/ AnaJIH3 npoBe,neu no H,u: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeThI nepBH'IHOii ynaKOBKH YTBep~eHhI: 12.11.2024 
Artworks of secondary package approved:/ MaKeThI BTOpnquoii ynaKOBKH yTBep~eHhI: 17.02.2025 
PL approved: / JIB yTBep~eu: 15.05.2024 

N~ Test/ IloKaJaTeJJb Result/ PeJyJibTaTbt Specification/ HopMa 
1 Description/ OnucaHHe White coloured, round, biconvex film White or off-white coloured, round, biconvex 

coated tablets with a break line on one film coated tablets with a break line on one 
side. White core on cross section. I side. White to off-white core on cross section. 
KpyrJJble J].BOHKOBhinYKJJhie Ta6neTKl1, I Kpyrnb1e JJ.BOHKOBhinYKJJbie Ta6neTKl1, 
noKphlThie nneHO'iHOM o6oJJO'iKOM noKpbIThie nneHO'iHOM o6ono'iKOM 6enoro 
6enoro UBeTa, C p11CKOM Ha OJI.HOM 11J111 DO'iTH 6enoro UBeTa, C p11CKOM Ha OJI.HOM 
CTOpOHe. Ha nonepe'iHOM pa3pe3e - CTOpoHe. Ha nonepe'iHOM pa3pe3e HJJ.pO OT 
HJJ.PO 6enoro uBeTa. 6enoro JJ.O no'iTH 6enoro UBeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMeqaune: IlPOAYKT cooTBeTcrnyeT Tpe60BaH11llM HJ]. 3aKJJIOqeHne: OllOliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
IloJJ.roTOBneHo: IlpoBepeHo: IlpoeepeHo (AOK): OJJ.o6peHo: O6ecne'ieHHe Ka'iecrna/OrneTCTBeHHOe n1-1uo: 
Ramakant Pardeep Kumar Amit Kumar w ~~~ ~ r ---" 
Date I Date/ Date/ Date/ J,,_yoY-, u,z,,6 
)].am: 23.03.2026 )].am: 23.03.2026 ,llarn: 23.03.2026 )].am: 
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CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

i J(. !1edd'/s l.abor;,torics Ltd. 
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Product: Cetrine® film coated tablets, 10 mg 

IlpoAyKr: I...{eTpHH® rn6JJeTKH, noKphIThie nJJeHO'-IHOH o60JJO'-IKOH, 10 Mr 

Market/ Pi,rnoK : Russia/ Poccm, 

Batch No./ V2600556 
Batch Quantity/ 25,00,000 tab/ 

CepnH .N'!! 
: PaJMep ceonn 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001871152 

Date of Analysis / 
: 21.03.2026 

AnaJinTnqec1rnu oTqeT .N'!! ,LJ:aTa anaJinJa 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
,LJ:aTa npOH3BOACTBa 

: 
roAeH AO 

: 

Mfg. License No. / 
MA number:/ 

IlponJBOACTBennaH : MNB/05/263 
HoMepPY 

: nTI-N2(005456)-(Pf-RU) 
JIHQeH3HSI .N'!! 

Analysis performed according to ND:/ AnaJIH3 npoBeAeH no H,n:: JIII-.N'!!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepsnqnou ynaKOBKH YTBep~em,1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTopuqnou ynaKOBKH yTsep~enbl: 17.02.2025 
PL approved: / JIB vrnep~en: 15.05.2024 

.N"2 Test/ IloKa3aTeJih Result/ PeJyJibTaTbl Specification / HopMa 
2 Identification / rThe retention time of the main peak in 

11.ueHTu<JiuKaUHH ~he chromatogram of test solution The retention time of the main peak in the 

complies with the retention time of the chromatogram oftest solution should comply 

HPLC/ B3)KX main peak in the chromatogram of with the retention time of the main peak in the 

Cetirizine Hydrochloride reference chromatogram of Cetirizine Hydrochloride 

standard solution./ BpeM.si y.D-ep)l(HBamrn reference standard solution (section "Assay") . 
11 

k)cHOBHoro m1Ka Ha xpoMaTorpaMMe 
BpeM.SI y.D-ep)l(HBaHM.SI OCHOBHoro TTHKa Ha HCTTblTyeMOro pacTBopa COOTBeTCTByeT 

BpeMeHM y,uep)l(HBaHM.SI OCHOBHOro nMKa xpoMaTorpaMMe 11cnh1TyeMoro pacTsopa 

Ha xpoMaTorpaMMe cTaH,uapTHoro luOJl)l(HO COOTBeTCTBOBaTb BpeMeHH 

pacTBopa u,eTHpM3HHa rn,upoxnop11,ua. 1Y,uep)l(HBaHM.SI OCHOBHOfO TTHKa Ha 
xpoMaTorpaMMe crnH,uapTHoro pacTBopa 
ueTHpH3HHa rn,upox11op11,ua (pa1,ue11 
«Kon),fliecTBeHHoe onpe,ueneHMe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: Tipo.uyKT cooTBeTcTByeT Tpe6osaHH.SIM HA 3aKJIIO'leHue: OLIOEPEHO 
Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tio,uroTOBJieHo: TiposepeHo: TiposepeHo (AOK): O,uo6peHo: O6ecne1.JeHHe Ka1.JeCTBa/0rBeTCTBeHHOe JIHUO: 
Ramakant Pardeep Kumar Amit Kumar 

~,Y ~ t-_,/'-- ~v 
Date/ Date/ Date/ Date/ 2-3,~-3,-?--!lv6 
narn: 23.03.2026 narn: 23.03.2026 narn: 23.03.2026 narn: 
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CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 

IlpoAyKT: U:eTpHH® rn6neTKH, TIOKPblTble TIJieHO'-IHOii o6ono'-IKOH, 10 Mr 

Market/ PhIHOK : Russia I Pocc1-rn 

Batch No./ V2600556 
Batch Quantity / 25,00,000 tab / 

CepuSI .N'!! 
: PaJMep cepuu 25,00,000 Ta6 

Analytical Report No. I 
: 890001871152 

Date of Analysis / 
: 21.03.2026 

AuaJinTutfec1rnu OT'-leT .N'2 ,l(aTa auaJIUJa 

Date of Manufacture / 
03/2026 

Date of Expiry / 
02/2029 

,l(aTa npoU3B0ACTBa 
: 

roAeH ,IJ,0 
: 

Mfg. License No. / 
MA number:/ 

IlpouJBOACTBeuuaSI : MNB/05/263 
HoMepPY 

: JII1-N2(005456)-(Pf-RU) 
JIUQeH3USI _N'g 

Analysis performed according to ND:/ AuaJIH3 npOBe)),eH no H,l(: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBHtfHOH ynaKOBKH YTBep,K,,UeHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopuquou ynaKoBKH YTBep,K,,Ueub1: 17.02.2025 
PL approved: / JIB yrnep,K,,Ueu: 15.05.2024 

.N2 Test I IloKaJaTeJih Result/ Pe3yJihT3Thl Specification/ HopMa 
lN- spectrophotometry I Complies I CooTBeTcrnyeT !The UV-spectrum of the test solution and the 
Y<l>- cneKTpocjiOTOMeTpHil Cet iri zine Hydrochloride reference standard 

solution in the range 200 nm to 400 nm hould 
exhibit maxima absorbance at about the same 
wavel engths with an allowed variation of ±2 
nm. I Y<l>-cneKTphI rrornoll.(eHHil 
HCJlhITyeMoro pacrnopa H CTaH.uapTHOro 
paCTsopa 1..1,eTHpH3HHa rn.upox11opw.ua B 
o6naCTl1 OT 200 .uo 400 HM J:{OJl)l(Hbl HMeTh 
MaKCHMYMb( nornoll.(eHJUI npH O,UHOH H TOH 
)!Ce ,!lJIHHe BOJ!Hhl C .uonycnIMhlM 
0TKJIOHeHHeM ± 2 HM. 

3 Dissolution/ PaCTsopettHe Not less than 80% (Q) of the labeled amount 
of C21 H 2sClN2O3· 2HCI ( cetirizine 

I 00%; 99 %; 99 %; 102 %; 96 % ; 101 %. 
dihydrochloride) after 30 min. I He Mettee 
80 % (Q) OT HOMHHaJibHOro co.nep)l(aHHH 
C2 1H2sClN2O3·2HCl (uernpH3HHa 
llJ,!fHAPOXJIOPl1.U) •1epe3 30 MHH . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'iaH11e: ITpOAYKT cooTBeTCTByeT Tpe6osaHHilM H)l 3aKJIIO'ieHtte: O.LJ:OEPEHO 
Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person / 
ITo.uroTOBJJeHo: ITposepeHo: ITposepeHo (AOK): O.uo6peHo: O6ecneT.JeH11e KaT.JecTBal OTBeTCTBeHHoe 11wuo: 
Ramakant Pardeep Kumar Amit Kumar w ~uY =1---c ~-
Date / Date / Date / Date / 

)-';, r-o3,-~ 
.[{am: 23 .03 .2026 L{arn: 23.03 .2026 L{aTa: 23.03 .2026 L{arn: 
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CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,'1,yKT: U:eTp11H® rn6neTKH, noKpbITbie nneH04HOH o6onoL!KOH, 10 Mr 

Market/ PLIHOK : Russia/ Poccm1 

Batch No./ V2600556 
Batch Quantity/ 

: 
25,00,000 tab / 

CepHSI .N'!! 
: PaJMep cepuu 25,00,000 Ta6 

Analytical Report No./ 
: 890001871152 

Date of Analysis / 
: 21.03.2026 

AuaJIHTH'1ec1rnu OT'teT .N'2 ,Zl;aTa auaJiuJa 
Date of Manufacture/ 

03/2026 
Date of Expiry/ 

02/2029 
,Zl;aTa DPOH3B0,'),CTBa 

: ro,'J,eH ,'J,O 
: 

Mfg. License No. / MA number:/ 
IIpoHJBO,'J,CTBeuuaSI : MNB/05/263 

HoMepPY 
: JITT-N~(005456)-(Pf-RU) 

JIUQeHJHSI .N'2 
Analysis performed according to ND:/ AuaJIHJ npoBe,'),eu no H,n:: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKoBKH YTBep~eub1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopuquou ynaKOBKH YTBep~enb1: 17.02.2025 
PL approved: / JIB yrnep~eu: 15.05.2024 

.N'! Test/ IloKaJaTeJIL Result/ PeJyJILTaTLI Specification/ HopMa 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O,11;uopo,11;HOCTb ,11;03HpoBaHHblX 3.7 than 15.0 I IloKa3aTeJib np11eMJieMocrn (AV) 
e,11;uuuu iD,OJl)l(eH 6bITb He 6oJiee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
n p1tMeqauue: Ilpo,11;yKT cooTBeTcTByeT Tpe6osaHH)IM HII 3aKJIIO'leuue: 01l06PEHO 
Prepared by I Checked by I 
Ilo.11.roTOBJieuo: IlposepeHo: 
Ramakant Pardeep Kumar 

~ J c:1--:: ~ 
Date/ Date/ 
,[{aTa: 23 .03.2026 ,[{am: 23 .03.2026 

Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
IlpoaepeHO (AOK): O.11.06peHo: O6ecne'leH11e Ka'lecTBa/OrneTcrneHuoe JI11~0: 
Amit Kumar w ~ ---
Date/ Date/ ,__ 3, r-t?'.> ~')'t.,-vG 

,[{am: 23 .03.2026 ,!],am: 

'{I [\)Cl 3, [\c1iljC~IJ Hilb, ~lvdt1:,hc-1d SOOU34, lel::1ngz;ncJ, India 

-)Ull .Jc:100. :--,_n,. ,91 i!O 4900 29~JCl, trn:11\. ff12i!(tlc:rreddv.s com 
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CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

D,·. i{cddy's Laboratories Ltd 
ForrnulJhrn Unit·6 
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Product: Cetrine® film coated tablets, 10 mg 
IlpoAyKT: UeTp1rn® rn6JieTKH, no1<pbITb1e nJieH04HOH o6oJJ04KOH, 10 Mr 

Market/ PblHOK : Russia/ Pocc11H 

Batch No./ 
: V2600556 

Batch Quantity I 25,00,000 tab/ 

CepuSI .N'!! PaJMep cepuu 
: 25,00,000 rn6 

Analytical Report No. / 
: 890001871152 

Date of Analysis / 
: 21.03,2026 

AnaJIHTH'lecKuii OT'leT JI(!! )];aTa auaJiuJa 
Date of Manufacture / 

03/2026 
Date of Expiry/ 

02/2029 
)];am npOH3B0,ll;CTBa 

: ro,n:eu ,n:o 
: 

Mfg. License No./ 
MA number:/ 

IlpouJBOACTBennaSI : MNB/05/263 
HoMepPY 

: JIIT-N~(005456)-(Pf'-RU) 
JIHQeHJHSI N!! 
Analysis performed according to ND: / AnaJIHJ npoBe,uen no I-I,[(: JIII-N!!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MatceTbl nepBH'IHOii ynaKOBKH YTBep,K,UeHbl: 12.11.2024 
Artworks of secondary package approved: / MatceTbl BTOpH'IHOii ynaKOBKH yTBep~eHbl: 17.02.2025 
PL approved: / JIB vrnep,K,Uen: 15.05.2024 

5 Impurities/ IlpuMern 
Impurity A/ 
IlpHMec1, A IBelow LOD (LOD =0.005 %) I Hm1<e 

ripe,llena o6Hapy)l(eHHll (TIO= 0,005 %) !Not more than 0.2 % / He 6oJiee 0,2 % 
Impurity B / 
IlpHMec1, B 0,05 % !Not more than 0.2 % / He 6onee 0,2 % 

Impurity C / 
Below LOQ (LOQ = 0.017 %) / HH)l(e 

!Not more than 0.2 % I He 6onee 0,2 % npe,llena KOJJHlJecTBeHHoro onpe,lleJJeHH.ll 
IlpHMec1, C (ITKO = 0,017 %) 

Impurity D / 
Below LOQ (LOQ = 0.003 %) I H11)1(e 

!Not more than 0.2 % / He 6onee 0,2 % npe,llena KOJJHlfeCTBeHHoro onpe,lleJieHHH 
IlpHMec1, D (IlKO = 0,003 %) 

Impurity E / Below LOQ (LOQ = 0.023 %) I HH)l(e !Not more than 0.2 % / He 6onee 0,2 % 
Ilp11Mec1, E npe)leJJa K0JJHlfeCTBeHttoro onpeAeJieHH.ll 

(IlKO = 0,023 %) 

Impurity F / !Not more than 0.2 % / He 6onee 0,2 % 
Ilp11Mec1, F 0.04% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'iaHue: Ilpo,llyKT COOTBeTCTBVeT Tpe6osaHH51M HD: 3aKJIIO'ieHue: O.IJ:OEPEHO 
Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
IloArOTOBJJeHo: Ilposepetto: IlposepeHo (AOK): O)lo6peHo: O6ecnelJeHHe Ka4eCTBa/0TseTCTBeHHOe JIHU0: 
Ramakant Pardeep Kumar Amit Kumar 

QY ~~ ~ l"'~---
Date/ Date I Date/ Date/ 

,!2-~).--1).,:,i-t 
Darn: 23.03.2026 )lam: 23.03.2026 ,[J:arn: 23.03.2026 Darn: 
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CERTIFICATE OF ANALYSIS 
CEPTM<l>MKA T AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 

IIpoJJ.yKT: UeTp1rn® rn6neTKH , noKpbITble nneHOLJHOH o6onoLJKOH, 10 Mr 

Market/ PLIHOK : Russia/ Poccm1 

Batch No./ 
V2600556 

Batch Quantity / 25,00,000 tab / 

CepuH N!! 
: Pa3Mep cepuu : 25 ,00,000 m6 

Analytical Report No. / 
: 890001871152 

Date of Analysis / 
: 21.03.2026 

Aua.11uTuqec1rnii oTqeT N2 ,UaTa aua.11u3a 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
)I_aTa np0H3B0J].CTBa 

: 
ro,a:eu Jl.0 

: 

Mfg. License No. / 
MA number:/ 

IIpouJBOJl.CTBeuuaH : MNB/05/263 
HoMepPY 

: JIIT-N2(005456)-(Pf-RU) 
JIHUeH3HSI N2 

Analysis performed according to ND:/ Aua.11u3 npoBe,a:eu no H,ZI,: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBuquoii ynaK0BKH YTBep~eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopuquoii ynaK0BKH yTBep~eHbI: 17.02.2025 
PL approved: / JIB yrnep~eu: 15.05.2024 

Any individual unidentified 
impurity / Jl106al! e)l11Hwrnall 
HeH)leHTHqJHI.-lHPOBaHHall npHMeCb 

rrotal impurities / 
CyMMa rrp11Mecei1 

Remarks : The Product confirms to ND/ 
IlpttMC'I3Htte: I1pOJlYKT CO0TBeTcTByeT Tpe6oBaHHllM H)l 

0.05 % 

0.1 % 

Prepared by/ Checked by / Checked by (AQA) / 
ITo.uroTOBneHo: ITposepeHo: ITposepeHo (AOK): 
Ramakant Pardeep Kumar Amit Kumar 

~4,, ~ ~~ 
Date/ Date/ Date / 
)lam : 23.03.2026 )lam: 23.03 .2026 )lam: 23 .03.2026 

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

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

Conclusion : APPROVED / 
3aKmoLieHue: O)lOliPEHO 
Approved by: Quality Assurance/Authorized person/ 
O.uo6peHo: O6ecnet:teH11e Kat:tecTBal OTBeTCTBeHHoe mn.1_0: 

Date / 
)lam: 
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CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
IIpoJJ.yKT: UeTp1rn® rn6neTKH, noKpbIThie nneHOlJHOH o6ono4KOH, l O Mr 

Market/ PM HOK : Russia I Pocc1rn 

Batch No./ 
V2600556 

Batch Quantity/ 25,00,000 tab I 
CepnH .N2 

: PaJMep cepuu : 25,00,000 Ta6 

Analytical Report No./ 
: 890001871152 

Date of Analysis / 
: 21.03.2026 

AuaJinTn'lecKnii OT'leT .N2 )]:aTa auaJIHJa 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
.[(aTa npoHJBOJJ,CTBa 

: roJJ,eH JJ,0 : 

Mfg. License No. / 
MA number:/ 

IIponJBOJJ.CTBeuuaH : MNB/05/263 
HoMep PY 

: JITT-N2(005456)-(Pf-RU) 
JIHQeHJHH .N'!! 

Analysis performed according to ND:/ AnaJIHJ npoBe/1,eH no H)]:: JIII-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH YTBep,KJJ.em,1: 12.11.2024 
Artworks of secondary package approved: / MaKeTI,I BTopuquoii ynaKOBKH YTBep,KJJ.em,1: 17.02.2025 
PL approved: / JIB YTBep,KJJ.eu: 15.05.2024 

.N2 Test I IloicaJaTeJ11, Result I PeJyJJ1,TaTbl Specification/ HopMa 

6 Water content/ 
3.0% 

Not more than 8.0% I 
CoJJ.epmaHue B0JJ.bl He 6onee 8,0 % 

7 Microbiological purity* / 
M nicpo6110J1ornl.fecicasi 
l.fHCTOTa* 
a) Total aerobic microbial count/ NA [Not more than 1000 CFU/g / 
O6w.ee l.fHCJlO a3p06HbIX He 6onee 1000 KOE/r 
MHKpoopraHH3MOB 

NA 
b) Total combined yeasts and !Not more than 100 CFU/g / 
mould count I O6mee l.fHCJl0 He 6onee 100 KOE/r 
APO)K)l(eBbIX H nnecHeBbIX rp116oe NA 

c) E. coli Shall be absent in lg / OrcyTCTBHe e 1 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMel.faHne: IlPOAVKT co0TBeTCTBYeT Tpe6oeaHHllM Hll 3aKJJIOl.feHne: O.l(OliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
IloJJ.roToenetto: IlpoeepeHo: IlpoBepetto (AOK): OAo6petto: O6ecnel.feHHe Kat.Jecrna/OrneTCTBeHHoe n11u,o: 
Ramakant Pardeep Kumar Amit Kumar w ~J:, ~ 0~ 
Date/ Date/ Date/ Date/ J-3-,..e;,y,-uU 
,O:arn: 23.03.2026 narn: 23.03.2026 ,O:arn: 23.03.2026 ,0:arn: 



Dr.Raddy's •• •• • • 

U1·. l(ecidv's Laboratorie'.; Ltci . 
I Di iriil!,1tiun IJ11it-5 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 

1Ipo)].y1n: UeTp1rn® rn6neTKH, noKpbITbie nneHO'-IHOH o6ono'-!KOH, 10 Mr 

Market/ PbIHOK : Russia/ PocCHH 

Batch No./ V2600556 
Batch Quantity I 25,00,000 tab I 

Cepm1 .N'2 
: Pa3Mep cepuu : 25,00,000 m6 

Analytical Report No. / 
: 890001871152 

Date of Analysis / 
: 21.03.2026 

AnaJIHTuqec1rnii oTqeT .N'!! ,z:t:aTa anaJiu3a 
Date of Manufacture / 

03/2026 
Date of Expiry/ 

02/2029 
~aTa npOH3B0)].CTBa 

: ro));eH ));O 
: 

Mfg. License No. / 
MA number:/ 

IIpOH3B0)].CTBeHHaH : MNB/05/263 
HoMepPY 

: JITT-N~( 0054 56)-(Pf -RU) 
JIH~eH3HH .N'!! 
Analysis performed according to ND:/ AnaJIH3 npoBeJJ:eH no H,II:: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeThI nepBuqnoii ynaKOBKH YTBepm)J.eHhI: 12.11.2024 
Artworks of secondary package approved: / MaKeThI BTopuqnoii ynaKoBKH YTBepm)J.eHhI: 17.02.2025 
PL approved: / JIB yrnepm)J.en: 15.05.2024 

x~ Test/ IloKa3aTeJih Result/ PeJyJihTaThI Specification/ HopMa 
8 Assay / KoJitt<teCTBennoe From 9.0 mg to 11.0 mg of 

onpeaeJieune C11H2sCIN2O3· 2HCI (Cetirizine 

9.98 mg /9,98 Mr 
Dihydrochloride) in tablet (90.0 % to 110.0 % 

99.8 % 
oflabel claim). / OT 9 ,0 Mr ,uo 11,0 Mr 
C11H2sClN1O3' 2HCI (uernptt3HHa 
,uurn,upoxnopn,u) B m6neTKe ( OT 90,0 % ,uo 
110,0 % OT HOMHHaJibHOro co,uep)l(aHHH). 

9 Subdivision of tablets / Complies/ CoorneTcrnyeT The tablets comply with the test, if not more 
lI(eJieuue rn6JieToK than 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 

or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 
Ta6neTKH COOTBeTCTB)'IOT Tpe6oBaHHHM, ecm1 
He 6onee 1 e,UHHHlJHaH Macca OTKJIOHHeTCH 3a 
npe,uem1 85%-115% OT cpe,uHett Macc1,1. 
Ta6JJeTKH He COOTBeTCTBYIOT Tpe6oBaHHHM, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe<tanue: IlPO.llYKT cooTBeTCTByeT Tpe6oBamrnM H.[{ 3aKJIIO<tenue: O)1.OEPEHO 
Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
Ilo,uroTosnetto: Ilposepetto: Ilposepetto (AOK): O,uo6petto: O6ecnelJeHHe KalJecrna/OrneTcTBeHHoe nuuo: 
Ramakant Pardeep Kumar Amit Kumar 

~o/ ~ r ----- w 
Date/ Date/ Date I Date I J._. ?:,. --03--~ 
.[lam: 23.03.2026 .[lam: 23.03.2026 .[lam: 23.03.2026 .[lam: 



Dr.Raddy's 

CERTIFICATE OF ANALYSIS 
CEPTl:l<l>l:IKAT AHAJil:13A 

Product: Cetrine® film coated tablets, 10 mg 
IlponyKT: U:eTpttH® rn6neTKl1, noKphIThie nneHOIIHOH o6onoIIKOH, 10 Mr 
Market/ P1>rnoK : Russia/ Poccm1 

Batch No./ 
V2600556 

Batch Quantity I 25,00,000 tab/ 

CepuH .N'2 
: 

Pa3Mep cepuu 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001871152 

Date of Analysis / 
: 21.03.2026 

AuaJIHTH'lecKuii OT'leT .N'2 ,UaTa auanuJa 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
,UaTa IlPOH3B0.J1:CTBa 

: 
roneu .J1:0 

: 

Mfg. License No. / 
MA number:/ 

IlpouJBOJJ:CTBeuuaH : MNB/05/263 
HoMepPY 

: nn-NQ(005456)-(Pf-RU) 
JIUI:_\eH3HH .N'2 
Analysis performed according to ND:/ AuaJIH3 npoBeneu no H,U: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThI nepBH'IHOii ynaKOBKH YTBep,KJJ:eHhI: 12.11.2024 
Artworks of secondary package approved:/ MaKeThI BTopuquoii ynaKOBKH YTBep,KJJ:eHhI: 17.02.2025 
PL approved: / JIB yrnep,KJJ:eu: 15.05.2024 

.N'2 Test I II0KaJaTeJ11> Result I PeJyJ11>TaThl Specification/ HopMa 
ec1m 6onee 'feM 1 HH.llHBH,uyaJJbHa51 Macca 
OTKJIOH5leTC51 OT 3THX rrpe,ueJJOB HJIH, eCJJH 1 

HH,UHBH,uyaJJbHa51 Macca OTKJIOH5leTC51 Ja 
npe,ueJJbl 75%-125% OT cpe,uHett MaCCbl. 

10 Package/ Onucaune ynaKOBKH 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 ITo IO m6neToK B a carton. I Tio l O m6neTOK B 
ITBX/TIB,UX/ /anIOMHHtteBoM 6JJHCTepe. TIBX/ITB,UX//anIOMHHtteBoM 6n11cTepe. Tio 2 
no 3 6JJHCTepa BMeCTe c JIHCTKOM- HJIH 3 6JJHCTepa BMeCTe c JIHCTKOM-

BKJJa,UbIWeM ynaKOBaHbl B nalJKY BKJJa,UbIWeM ynaKOBaHbl B nalJKY KapTOHHy!O. 
KapTOHHYIO. 

11 Labeling/ MapKnpoBKa Complies/ CooTBeTcTByeT See Module 1, section 1.3 .2 ofregistration 

dossier./ B cooTBeTCTBHH c paJ,uenoM 1.3.2 
MO,uymI 1 perttCTpal.(HOHHOro ,UOCbe. 

12 Storage conditions / Y CJIOBHH At temperature not higher than 25 °C / ITp11 TeMnepaType He Bhirne 25 °C. 

xpaHeHHH 
13 Shelf-life (storage period)/ CpoK 3 years. I 3 ro,ua. 

ro.11.uoCTH (CPOK xpaueHHH) 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqaune: TipO,U)KT COOTBeTCTByeT Tpe6oBaHH51M H)l 3aKmoqeune: O)lOEPEHO 
Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 

Tio,uroTOBJJeHo: TipoBepetto: TipoBepetto (AOK): O,uo6petto: O6ecnelJett11e KalJecrna/OrneTCTBeHHoe n111.lQ: 
Ramakant Pardeep Kumar Amit Kumar w ~ ~ /"~ 
Date/ Date/ Date/ Date/ .?-?,. ---0 3:,,-w l--6 
)],am: 23.03.2026 )lam: 23.03.2026 )lam: 23.03.2026 )lam: 



Dr.Raddy's 
[Jr. i\c!ddy's l_aboratories Ltd . 
! o, 1,wlation Unit-6 
\/ii!. i<hul, [\ialaear·h Road, 8c1drli, 

Dist'c. ;u!:1 1 1, iL', L73 20.'i, if\lDIA 

-re:: t ~):t ~H.1J 66 :)GOOl 02 
C.CJlll 

CERTIFICATE OF ANALYSIS 
CEPTII <DIIKAT AHAJUl3A 

Product: Cetrine® film coated tablets, 10 mg 

Ilpo,uy1n: IJ.eTp1rn® rn6neTKH, ITOKpbITbie rn1eHOl.JHOH o6onol.JKOH, 10 Mr 

Market/ PM HOK : Russia / Poccm1 

Batch No./ 
V2600556 

Batch Quantity/ 25,00,000 tab I 
Cepm1.N'!! 

: 
PaJMep cepuu 

: 
25,00,000 rn6 

Analytical Report No. / 
: 890001871152 

Date of Analysis / 
: 21.03.2026 

AnanuTu'leCKHH OT'leT .N'!! )],aTa anaJIHJa 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
)],aTa DP0H3B0.UCTBa 

: 
ro.uen .uo 

: 

Mfg. License No. / 
MA number:/ 

IlponJBO,UCTBennaH : MNB/05/263 
HoMepPY 

: JII1-M!(005456)-(Pf-RU) 
JIHIJ:eH3HH .N'!! 
Analysis performed according to ND:/ AnaJIH3 npoBe,ueu no H)],: JIII-.N'!!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaK0BKH YTBep~eHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOH ynaK0BKH yTBep~eub1: 17.02.2025 
PL aooroved: / JIB YTBep~eu: 15.05.2024 

* 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,11_1,ncsi rrpott3BO.UHTeneM rrptt B1,mycKe ITep110,11,w-1ecK11: .unsi Ka)K,UoH 20-ow 
cepHH HJIH He Mettee 1 pa3a B ro.u. IloKa3aTeJJI, MO)KeT 61,n1, He BKJIIO'-leH B CepTH!pHKaT aHaJJH3a <pttpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe•rnnue: Ilpo.uyKT cooTBeTcTByeT Tpe6oBaHHSIM HA 3aKmo'lenue: O,l{OliPEHO 
Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authotized person / 
Ilo.uroToBnetto: IlpoBepetto: IlpoBepetto (AOK): O.uo6petto: O6ecrre'leHtte Ka'lecrna/OrneTCTBeHHoe mn.1,0: 
Ramakant Pardeep Kumar Amit Kumar w ~~ ~ ~ _/~ 

Date/ Date/ Date!' Date I .?-3-r-03,-i-;A, 
.Uarn: 23.03.2026 .Uarn: 23.03.2026 .Uarn: 23.03.2026 )lam: 



Dr.Raddy's •• ·• • . 
l.abOi a tori cs Ltd , 

~01 rnulation Unit:-C 

i _ _,i I :.tt 
i-c_i : 1 S1 J. 981E,() 1J(:)(){JJ-(J7_ 

COill 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpoii:yKT: UeTpHH® rn611eTKH, noKpbITbie n11eH011Hoi1 06011011Koi1, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2600556 

Batch Quantity/ 25,00,000 tab I 
CepuH .N2 

: 
PaJMep cepuu 

: 25,00,000 m6 

Analytical Report No. / 
: 890001871152 

Date of Analysis / 
: 21.03.2026 

AuaJIHTH<tecKuii 0T<teT .N2 llaTa auaJIHJa 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
,L(aTa np0HJB0/1:CTBa 

: 
roii:eu /1:0 

: 

Mfg. License No. / 
MA number:/ 

IlpoHJB0/1:CTBeuuaH : MNB/05/263 
HoMepPY 

: JII1-N2(005456)-(Pf-RU) 
JIH~eHJHH .N'2 
Analysis performed according to ND:/ AuaJIHJ npoBeii:eu no H,LI;: JIII-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThl nepBH<tuoii ynaK0BKH YTBep,K/1:eHhl: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTopu<tuoii ynaK0BKH yTBep,K/1:eHhI: 17.02.2025 
PL approved: / JIB yrnep,K/1:eu: 15.05.2024 

API name/ HanMenoBanue A<l>C: Cetirizine dihydrochloride / Uernp1rnrna )llffl1)],poxnop1-1a 
INN/MHH: Cetirizine / U:eT1-1p11311H 
API manufacturer batch number/ 

BT00-25060 
HoMep cepuu nponJBO.IIHTeJIH A<l>C: 
FP Manufacturer API Batch number/ 

FETA00078 
HoMep cepHH cy6cTaHUHH npOH3B0.IIHTeJIH rJI<I>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
IlpoHJBO)lHTem, A<l>C, a.11pec" CTpana: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM l-1HaacTp11ec TTpatiBHT Jl11M1-1Tea, 

v,rncTKH N2 174-176, 11.JJ:.A., EonnapaM, CanrapeMH 
JJ:1-1cTp11KT - 502 325, Xatiaapa6aa, wmT Tenauraua, l1na11.si 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site/ Control site/ Release site/ Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. 
HanMenoBanne, aapec, nnuenJHH .IIJIH Solan (HP) 173205, India (license No MNB/05/263). / 
IlpOH3B0.IICTBeHHaH IlJIOW,3)lK3 / IIJIOW,3)lK3 KOHTpOJIH JJ:-p PeM11'c Jla6oparnp1-1c Jha., 
Ka'leCTBa / IIJIOW,3)lKa BhmycKa TTpoH3BO)lCTBeHttoe noapa3aenett11e-6, B11nn. Kxonb, Hanarapx 

Poya, oa)l)l11, JJ:11cTpHKT Conan, X.fl., 173205, l1na11.si 
(JI111.~eu31-1.si N2 MNB/05/263). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanue: TTpo,uyKT coorneTcrnyeT Tpe60Bam1.sIM Hll 3aKmoqenne: O)];OEPEHO 
Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TioaroToBneuo: TipoBepeuo: TipoBepeno (AOK): Oao6peuo: O6ecneqen1-1e Ka'lecrna/OrneTCTBenuoe n11uo: 
Ramakant Pardeep Kumar Amit Kumar w ~ +- f ----:--
Date/ Date I Date/ Date/ 2.- 3,. r--0 -;>~ l-014:, 
llam: 23.03.2026 )lam: 23.03.2026 )],am: 23.03.2026 JJ:am: 



Dr.Raddy's •• •• • • 

Ur. r:zeddy':i Lciborator1es Ltd . 
F01Tw1lalion Unit G 
Viii. l(l;ul. !\l,:L1gc11l: Ro,i.cl, RcirJdi, 
[,;,;, S,j,, ,, il i', U.l 205, J[\ll)IJ\ 

icl • : CJ1 9g1 bo '-i6U0.l-02 
v,11:J,J c/rr"Hldy:, corn 

CERTIFICATE OF A ALY JS 
CEPTM<I>HKAT AHAJil13A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoD.YKr: L(eTp1<1H® TaQJleTKM, noKpblTble nneHo'-IHOH 060110'-IKOH, 10 Mr 

Market / Pbrnotc : Russia I Poccm, 

Batch No./ 
V2600556 

Batch Quantity/ 25,00,000 tab/ 
Cepm1 .N'!! 

: 
PaJMCP cepnu 

; 
25,00,000 Ta6 

Analytical Report No./ 
: 890001871152 

Date of Analysis / 
: 21.03.2026 

AuaJiuTu11ecKuii OT'leT .M! lllaTa auaJIHJa 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
,l(aTa npOIIJBOJJ.CTBa 

: 
fOJJ.eH .ll:0 

: 

Mfg. License No. / 
MA number:/ 

IIpOH3B0.1l:CTBeHHaH : MNB/05/263 
HoMepPY 

: nIT-N!!(005456)-(Pr-RU) 
Jllll{Cll31HI .N'!! 

Analysis performed according to ND:/ AnaJIHJ npoee.a:eu no IUJ:: JIII-.N'~(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepeu11noii ynaKOBKH yreep:>K,UeHbr: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaKOBKH YTBep:>K,UeHhl: 17.02.2025 
PL aooroved: / JIB yTBep:>K,UeH: 15.05.2024 

Declaration of certification: «I hereby cer1ify that the above information i authentic and accurate. Thi batch of product ha been 
manufactured, inclucting packaging/labeling and quality control at the above mentioned site( ) in full compliance with the GMP 
requirement of the Eura ian Economic Union (No. GMP/EAEU/RU/02329-2025 dt. eplember 19, 202S) and requirement lo the 
medicinal quality and with the specification in the Marketing Authorization do ier of the importing country. Production packaging 
and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union i 
eslabl ishcd». / 
3aKJJIO'fetmc O COOTBeTCTBIIII: «HacTOHLUHM SI nOATBCp)l<.lJ.afO "!TO npHBCJlCHHaJI BhlWC HHQ)OpM8U11ll SIBJll!CTCll ,ll,OC-roaepH0H J,f 

T01•1HOH. 3Ta cepH.11 npOJ1YKlll111 npOH3BC.ll.C~!a (BK1JIQ<lall ynaKOBK}' (MapKHpOBKy) H KOHTp011b K3'iCCTBa) Ha BblWCyKa33H liOH 
np0H3B0JlCT8CliHOH nnOLU3Jl.Ke (nJIOU18.ll.K3X) B nom-!0M CO0TBeTCTBHH C Tpe6oaaHHll MH npaBHJI HaJlflC)l<aU{eH npOH3BOJl.CTBeHHOH 
npaKTHKH Eapa1J,ti-JCKoro 3KOH0MHL1ecKoro cmOJa (N~ GMP/EAEU/RU/02329-2025 OT 19 ceHT116pn 2025 r.) H Tpe6oaaHHllMH 
KOHTP011ll Ka4eCTB8 neKapCTBCHHblX cpe.nCTB, a TaK)l<e B C0OTBeTCTBHH co cnemHjrnKaUMHMH, co.nep)l<alUHMHCH B pern Tp3UHOHHOM 
AOCbe CTpaHbl-HM0OpTepa. 3anHCH no npOH3B0Jl.CTBY ynaK0BKe H a1-1an1<13y npoaepeHhl, H yc-raH0BJICHO HX CO0TBCTCTBHC 
Tpe60.B3HMllM npaBH11 HaD)lC)K3lUCH npOH3B0,UCTBCHJ,!OH npaKTHKH Eep33HHCKOr0 3KOHOM H'iCCKoro C0I03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
I1p111\te•1a1111e: TTp0JJ.YKT'COOTBCTCTByeT Tpe6osa1•Uf!IM H)l 3atcJ1t0'1e11ue: O)l06PEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
IJo,1J,rOTOB1letto: Tiposepetto: I1poaepe110 (AOK): O.llo6petto: O6ecne<teHHe Ka'iecrna/OrneTCTBeHttoe 1rnuo: 
Ramakant Pardeep Kumar Amit Kumar 

(LpV'>r 'K>-d ~,~ ~ ~ ,,-/1--
2--'.3> '° 

Date/ Date/ Date/ Date/ ~ ..-o;:,r IA>·¼ 
)laTa: 23 .03.2026 naTa: 23 .03.2026 AaTa: 23.03.2026 )la-ra: 




