
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

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

Product: Cetrine® film coated tablets, 10 mg 
IT po.11vKT: UeTPHH® Ta611eTKH, noKpblTbJe nneHO'IHOH o6ono'IKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2600659 

Batch Quantity/ 25,00,000 tab I 
CepHH JVg 

: 
Pa3Mep cepHu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001875746 

Date of Analysis / 
: 07.04.2026 

AuaJIUTH'leCKHH OT'leT _N"g ,l.(aTa auaJIH3a 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 : : 

,l.(aTa npOH3B0,l(CTBa roi.eu AO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

: J1Il-N~(005456)-(Pr-RU) 

JIH~eH3HSI JVg 

Analysis performed according to ND:/ Ananu1 npoec)len no H,z::i:: JIIl-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTeepiK_lleHbl: 12.11.2024 
Artworks of secondary package approved:/ MatceTbI ernpH'IHOH ynaKOBKH yrnepiK,/leni,;1: 17.02.2025 
PL approved: / JIB yTeepiK)leu: 15.05.2024 

_N"g Test/ Ilotca1aTCJ1b Result/ Pe1yJ1bTaTbI Specification/ HopMa 

1 Description / OnucanHe 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. 
Kpyrnb1e ,/lBOl!KOBbinYKJibie Ta6JieTKH, I Kpyrnb1e ABOl!KOBbinYKJibie Ta6JieTKH, 
noKpblTbie nnettO'IHOH 
6enoro UBeTa, C pHCKOH 
cTopotte. Ha nonepe'IHOM 
l!APO 6enoro uaern. 

Remarks : The Product confirms to ND/ 
IlpHMe'lanue: Ilpo)lyKT COOTBeTCTB eT Tpe6oaaHHllM H,U 
Prepared by I Checked by I Check by (AQA) I 
noiiroTOB1JeH01: Ilpoaepetto: HO (AOK): 
Prave h Rana Pardeep Kumar k Chauhan 

,., c::::.,ic.:::::,,_1,.___ 
.0.---

Date/ Date/ Date/ 
.[lam: 07.04.2026 .[{am: 07.04.2026 .[lam: 07.04.2026 

060JIO'IKOH noKpbITbie nJieHO'IHOH o6ono'!KOH 6enoro 
Ha OAHOH HJIH n0'ITH 6enoro UBeTa, C pHCKOH ua 0,/lHOH 
pa3pe3e - CT0potte. Ha nonepe'IHOM pa1pe1e 

6enoro AO no'ITH 6enoro UBeTa. 

Conclusion : APPROVED I 
3aKJIIO'lenue: O,Ll:OliPEHO 

l!APO OT 

Approved by: Quality Assurance/ Authorized person / 
O.no6peHo: O6ecne1.1en11e Ka4eCTBalOTBeTCTBeHHOe JlHUO: 

~~1\~~ 

Date/ 
,Uam: 

Registered Office: 8-2-337, Ro;;d 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 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>MKAT AHAJIM3A 

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

Di~tt . Solan, H.P., 173 205, INDiA 

Tel : +91 98166 56001-02 

www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
IIpoti;yKT: U:eTpttH® m6JJeTKl1, TIOKpblTb[e rrneH04HOH o6oJJOlJKOH, 10 Mr 

Market/ PhlHOK : Russia/ Poccm, 

Batch No./ 
V26006S9 

Batch Quantity/ 25,00,000 tab I 
Cepusi N2 

: 
Pa3Mep cepuu 

: 
25,00,000 m6 

Analytical Report No. / 
: 89000187S746 

Date of Analysis / 
: 07.04.2026 

AuaJJHTH'feCKHH OTtJeT N2 ,11,aTa auaJJH3a 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

,11,aTa Ill)OH3B0ACTBa 
: 

roµ;eu AO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOACTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 

JJHU,eH3HH N2 
Analysis performed according to ND:/ AuaJJH3 nposeµ;eu no H,11,: JIII-N2(00S4S6)-(Pr-RU)-1S0S24 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaK0BKH YTBep"JKAeHbI: 12.11.2024 
Artworks of secondary package approved:/ MateeTb1 BTOPH'fHOH ynaKOBKH YTBepmµ;eubI: 17.02.2025 
PL approved: / JIB YTBePiKlleu: 15.05.2024 

N2 Test/ IloKaJaTeJJb Result/ PeJyJJbTaTbl Specification/ HopMa 
2 Identification / The retention time of the main peak in 

l!fti;eHTHlj>HK3UHH the chromatogram oftest solution The retention time of the main peak in the 

complies with the retention time of the hromatogram 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 ofCetirizine Hydrochloride 

standard solution. I BpeMH y,uep)l(J-rnaHHH eference standard solution (section "Assay"). 
V 

OCHOBHOro TIHKa Ha xpoMaTorpaMMe 
BpeMll y,uep)l(l•IBaHH!I OCHOBHOrO TIHKa Ha HCTihJTyeMoro paCTBOpa COOTBeTCTByeT 

speMeHH y,uep)l(HBaHH!I OCHOBHOro TIHKa xpoMaTorpaMMe HCTiblTYeMoro paCTBOpa 

Ha xpoMaTorpaMMe CTaH,uapTHOrO IL\OJ!)l(HO COOTBeTCTBOBaTh BpeMeHH 

pacTBopa u,en1p113HHa rn,upox11op11,ua. IY ,uep)l(HBau1111 ocHOBHoro n11Ka Ha 

IXpoMaTOrpaMMe cmH,uapTHOro paCTBopa 
u.eTttpH3HHa rn,upox11op11,ua (pa3,ue11 
«Kon114ecTBeHHoe onpe,ue11eH11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMelfaHue: Ilpo,D.yKT cooTBeTcTByeT Tpe6osaHHHM H,LI, 3aKJJIOlfeuue: O,ll,OliPEHO 
Prepared by / 
IlO)].fOT0BJleHo: 

Prnvosh Rana / 

Date/ 
,LI.am: 07.04.2026 

Checked by/ Checked by (AQA) / Approved by: Qua! ity Assurance/ Authorized person / 
IlposepeHo: npoee~ AO (AOK): O,D.o6peHO: O6ecne4eHHe Ka,1ecTBa/OTBeTCTBeHHOe JlHLJ.O: 
Pardeep Kumar Abhis Chauhan 

~\~~ 
~ ~~ 

Date I Date/ Date/ 

llam: 07.04.2026 ,LI.am: 07.04.2026 ,LI.am: I'\~ -o "1 ~ 2--6 

Registered Office: 8-2-337, Ro~d No. 3, Banjara Hills, Hyderabad - 500034, Telang,ma, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drr.eddys com 

CIN: L85195AP1984PLC004507 
www.dr,eddys.com 



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

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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIIBA 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo;:i:yKT: U:eTpttH® m6neTKH, noKpblTble nneHO'-IHOH o60J10'-IKOH, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
V2600659 

Batch Quantity / 25,00,000 tab/ 
: 

PaJMep cepnn 
: 

25,00,000 m6 Cepnsr .N'a 
Analytical Report No./ 

: 890001875746 
Date of Analysis / 

: 07.04.2026 
AHaJIHTH'leCKHH 0T'teT .N'2 ,I(aTa aHaJIH3a 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 : : 

,I(aTa npOH3B0JJ:CTBa ro;:i:eH .11:0 

Mfg. License No./ 
MA number:/ 

IlpOH3B0JJ:CTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-N2(005456)-(Pr-RU) 

JIHUeHJHSI ,N'g 

Analysis performed according to ND:/ AHaJIH3 npoee;:i:eH no H,I(: JIIl-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH<JHou ynaKOBKH YTBep'lK.11:eHbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOPH<JHOH ynaKOBKH yTsepitC;:i:eHb1: 17.02.2025 
PL annroved: / JlB YTBCP,ii'JJ:CH: 15.05.2024 

,N'g Test I Iloica1aTeJib Result/ Pe1yJibTaTbl Specification/ HopMa 

3 

UV- spectrophotometry I Complies/ CooTBeTCTBYeT '1'he UV-spectrnm of the test solution and the 
Yel>- cneKTpocpoTOMeTpHll Cetirizine Hydrochloride reference standard 

solution in the range 200 nm to 400 nm should 
~xhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm./ Y<l>-cneKTpbI nornoll.\eHm1 
J,Icnb!TYeMoro paCTBOpa " CTaimapTHO,O 
pacTBopa ueT11p11311Ha rn;:i:poxnopttAa s 
o6nacTH OT 200 .llO 400 HM .llOJl)KHbl HMeTb 
MaKCHMYMbl nornoll.\eHHll nptt 0.llHOH 11 TOH 
)Ke AJ111He BOJlHbl C A0nyCTHMblM 
OTKJlOHeHJ-!eM ± 2 HM. 

Dissolution/ PacTBOpCHHe !Not less than 80% (Q) of the labeled amount 
of C21H2sClN2O3· 2HC1 ( cetirizine 

96 %; 99 %; 94 %; 97 %; 94 %; dihydrochloride) after 30 min./ He MeHee 
95 % 80 % (Q) OT H0MHHaJlhH0ro conep)KaHl1ll 

K:21 H2sCIN2Oy 2HCI (L\ernptt3HHa 
1A11rn,D.poxnop11A) '-!epe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe<JaHne: ITpOJJ:) KT COOTBeTCTByeT Tpe6oBaHHllM H)l 3aKJIIO<Jeuue: O,I(OliPEHO 
Prepared by I 

Pravesh Rana 
00JJ.l"OTOBJleH1: 

Date/ 
)lam: 07.04.2026 

Checked by I Chee ed by (AQA) I Approved by: Quality Assurance/Authorized person I 
OposepeHo: □poe; ~pe110 (AOK): O.uo6peHo: O6ecne'-!eHJ-1e Ka'-lecTBa/OTBeTcTBeHHOe n11uo: 
Pardeep Kumar Abhi hek Chauhan 

~~CWWVV\ 

~ ~l - - ~ ~ (. 

Date/ Date/ Date/ 
0 ~,_o i--, .- )--o-z.-4. )lam: 07.04.2026 )lam: 07.04.2026 ,Uam: 

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

CIN: L851S'SAP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagdrh Read, Baddi, 

Di5tt. Solan, H.P., 173 205, INDiA 

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

CERTIFICATE OF ANALYSIS 
CEPTHct>HKAT AHAJUl3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,o:yKT: Li,eTpHH® m6neTKl1, nOKPhlTbJe nJJeHO'fHOM o60JJO'fKOM, 10 Mr 

Market / PbIHOK : Russia/ Poccm, 

Batch No. I 
V2600659 

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

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No. I : 890001875746 
Date of Analysis / 

: 07.04.2026 
AttaJIHTH'-leCKHH OT'-leT N2 )],aTa aHaJIHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 : 

ro_o:eH JJ:O 
: 

)],aTa DDOH3BOJJ:CTBa 

Mfg. License No. I 
MA number:/ 

IlpOH3B0,0:CTBeHHaH : MNB/05/263 
HoMep PY 

: JITI-N!!(005456)-(Pr-RU) 

nuu.eHJHH N2 

Analysis performed according to ND:/ AttaJIHJ npose,o:eH no HJ],: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'-IHOH ynaKOBKH yrnep)KJJ:eHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTopu'-!uoii ynaKOBKH yTsep1K,o:eHbI: 17.02.2025 
PL annroved: / JIB yrnep)KJJ:eH: 15.05.2024 

N2 Test I IloKaJaTeJJb Result I PeJyJJbTaTbl Specification/ HopMa 

~ Uniformity of dosage units/ Acceptance value (AV) should be not1more 
OJJ.HOpO/J.HOCTb ,0:03HpOBaHHblX 5.7 han 15.0 I IloKa3aTeJJh np11eMneM0CTH (AV) 
eJJ:HHHU. i/l;0JJ)l(eH 6h1Tb He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlPHMe'-!auue: Ilp0,11:)KT COOTBeTCTBYeT Tpe6oBaHHllM H,[J; 3aKJIIO'-leHue: O)1,OliPEHO 
Prepared by / 

no.n,rOTOBJleHOi . 
Pravesh Rana 

,,..,. 

Date/ 
llam: 07.04.2026 

Checked by/ Check~d by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilpoeepeuo: npoee HO (AOK): O.n.o6peuo: O6ecne'-leHHe Ka'feCTea/OrneTCTBeHHOe Jll1U,O: 
Pardeep Kumar Abhishe l< Chauhan 

~ \CDAM~ 
D 

-=e V ~ -c 

Date I Date/ Date/ 
0-V---0'1 ,-1,-0 U ,[J;am: 07.04.2026 LI.am: 07.04.2026 LI.am: 

Registered Office: 8-2-337, Roc:d No. 3, Banjara Hills, Hyderabad· 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>HKAT AHAJIII3A 

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

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

Product: Cetrine® film coated tablets, IO mg 
Ilpo,1J,yKT: U:eTpttH® rn6JJeTKl1, rroKpbITbie rrJJeHO'-IHOH 060J10'-1Koi1:, IO Mr 

Market/ P1,rnoi.: : Russia/ Poccm1 

Batch No./ 
V2600659 

Batch Quantity/ 25,00,000 tab/ 
Cep1rn N! 

: 
PaJMep cepuu 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001875746 

Date of Analysis / 
: 07.04.2026 

AnaJJHTH'feci.:uu OT'leT N! ,11.aTa auaJJHJa 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

,U:aTa npoHJBO)J,CTBa 
: 

ro)J,CH )J,0 
: 

Mfg. License No./ 
MA number:/ 

IlpOHJBO)J,CTBCHHaH : MNB/05/263 
HoMep PY 

: JU1-NQ(005456)-(Pf-RU) 
JlHU,eHJHSI N! 
Analysis performed according to ND:/ AuaJJHJ rrpose)J,eu no H,U:: JIIl-N2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ Mai.:eTbI nepBH'1HOH ynaKOBKH YTBep:1K,D,eu1,I: 12.11.2024 
Artworks of secondary package approved: / Mai.:eTbl BTOpH'1HOH ynai.:osi.:u yrnep:1KAen1,I: 17.02.2025 
PL approved:/ JIB yrnep,te)J,eu: 15.05.2024 

5 Impurities / IlpuMecu 
Impurity A/ 
f1pHMecb A 

Impurity B / 
f1p11Mecb B 

Impurity C / 
f1p11Mecb C 

Impurity D / 
rip11Mecb D 

Impurity E / 
TTp11Mecb E 

Impurity F / 
f1p1-1Mecb F 

Remarks : The Product confirms to ND/ 

Below LOO (LOO =0.005 %) / Hm1<e 
rrpe.nena o6Hapy)KeHttll (ITO= 0,005 %) !Not more than 0.2 % / He 6onee 0,2 % 

0.04% 

Not Detected 

Below LOO (LOO =0.001 %) / Htt)Ke 
npe,ll,eJJa o6ttapy)Kemrn (ITO= 0,001 %) 

Below LOQ (LOQ = 0.023 %) I HH)Ke 

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

~ ot more than 0.2 % / He 6onee 0,2 % 

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

npellena KOJ111'-1ecTBeHHoro onpellene1➔ 1-111 Not more than 0.2 % / He 6onee 0,2 % 
(ITKO = 0,023 %) 

Below LOO (LOD =0.015 %)/ HH)l(e 
npe.nena o6Hapy)KeHHll (ITO= 0,015 %) 

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

flp 11 Me'-l8lll te: TTpon.vKT COOTBeTCTByeT Tpe6oBaHHl!M H.[( 
Conclusion : APPROVED / 
3aKJJI0'1enue: O,11.OliPEHO 

Prepared by I Checked by/ Check d by (AQA) / 

TTollrOTOBJJeHJ: ITposepeHo: TTpoeei eHo (AOK): 
Approved by: Quality Assurance/Authorized person / 
O.no6peHo: O6ecne'-leH11e Ka'-leCTBalOTBeTCTBeHHOe JJ11U0 '. 

Pravesh Rana , Pacdeep Kumac Abhisli k ,Cha~ ; 

~ ·~ 

~ \CQ/\MIM 

Date/ 
,Uarn: 07.04 .2026 

Date/ 
,Uarn: 07.04.2026 

Date/ 
,Uarn: 07.04.2026 

Date/ 
.[(am: 

~egistered Office: 8-2-337. Roc:d No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email : mail@d rreddys. com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

~ 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Read, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTll<l>llKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,ll;ytrr: UeTp1rn® rn6neTKH, noKpbITbie nneH04HOH o6ono4KOH, 10 Mr 

Market/ PbrnOK : Russia I Poccm1 

Batch No./ 
V2600659 

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

CepnH .N'! Pa3Mep cepnn 25,00,000 Ta6 

Analytical Report No./ 
: 890001875746 

Date of Analysis/ 
: 07.04.2026 

AHaJJHTH'-leCKHH OT'-leT .N'! ,l],aTa aHaJJH3a 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 : : 

,l],aTa DDOH3B0,ll;CTBa ro));eH AO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,ll;CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 

JJHQeH3HH .N'! 
Analysis performed according to ND:/ Auanu1 npoee,ll;eH no H,l],: JIIl-N!(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'-IHOH ynaKOBKH YTBep,K,UeHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'-IHOH ynaKOBKH yTeep:ac,ll;eHbI: 17.02.2025 
PL aooroved: / JIB yrnep~,ll;eu: 15.05.2024 

Any individual unidentified Not more than 0.2 % / 
impurity/ Jl106al! eAHHH4Hal! Below LOQ (LOQ = 0.05 %) I H1-1)Ke He 6onee 0,2 % 
He1-1.ueHTHqJHI..IJlpOBaHHal! npHMeCb npe)lena KOJIHl!eCTBeHHOro onpe)lenCHHJI 

(TIKO = 0,05 %) 

Total impurities / 
CyMMa np1-1Mecei1 

Remarks : The Product confirms to ND/ 

0.0407 % 

IlpnMe'laHHe: Tipo,uyKT COOTBeTcTByeT Tpe6oBaHHl!M H.D. 

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

Conclusion : APPROVED / 
3aKJJIO'-lettHe: O,l],OliPEHO 

Prepared by I Checked by/ Checked by (AQA) I 
Tio.uroTOBJieHo: TTpoBepeHo: I1pon •peHO (AOK): 

Prnvosh Ron, 1 Pacdez Abh; v uh,a 

Approved by: Quality Assurance/Authorized person/ 
O.uo6peHo: O6ecnel!eHHe Kal!eCTBa/OrneTCTBeHHOe JIHQ0: 

Date/ 
Llarn: 07.04.2026 

~~~ 

Date/ 
Llarn: 07.04.2026 

l 

Date/ 
Llarn: 07.04.2026 

Date/ 
Llarn: 

Registered Office: 8-2-337, Roc:d No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

~ 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Oi5tt. Solan, H.P., 173 205, INDiA 

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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
IIpo.uyKT: UeTpHH® rn6neTKH, noKPhITbie nneHOL!HOH o6onoL!KOH, 10 Mr 

Market/ PMHOK : Russia/ Poccm, 

Batch No./ 
V2600659 

Batch Quantity/ 25 ,00,000 tab I 
Cep1rn N2 

: 
PaJMep cepnn 

: 
25,00,000 rn6 

Analytical Report No./ : 890001875746 
Date of Analysis / 

: 07.04.2026 
AnaJJHTH'-leCKHH OT'-leT N2 )];aTa anaJJHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

)];aTa npOH3BOJI.CTBa 
: 

ro.uen Jl,0 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0.!1,CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 

nnuenJHH N2 
Analysis performed according to ND:/ AnaJJHJ nposeJJ.eH no H.IJ:: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'-IHOii ynaKOBKH yrsep'lK.!1.eHL1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'-IHOH ynaKOBKH yTsep:ac.ueub1: 17.02.2025 
PL approved: / JIB YTBep'lK.!leu: 15.05.2024 

N2 Test/ IloKaJaTeJJb Result/ PeJyJJLTaTbI Specification/ HopMa 

6 Water content/ 
2.3 % 

Not more than 8.0% I 
CoJJ.ep:acaune BO.Ubl He 6onee 8,0 % 

7 Microbiological purity* / 
MnKpo6HOJJOrH'-ICCKaH 
lfHCTOTa* 
a) Total aerobic microbial count/ NA Not more than 1000 CFU/g / 
O6w.ee 'U{CJIO a3po6Hb!X He 6onee 1000 KOE/r 
MHKpoopraHH3MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count / O6mee L!Hcno He 6onee 100 KOE/r 
\}lpm10KeBblX H nnecHeBblX rp1-160B 

:C) E.coli NA lshall be absent in 1 g / OTcyTcTBHe B 1 r 
8 Assay/ KoJJn'-lecTBennoe !From 9.0 mg to 11.0 mg of 

onpe.uenenne C11H1sClN103' 2HC1 (Cetirizine 

-

9.92 mg /9,92 Mr 
Dihydrochloride) in tablet (90.0 % to 110.0 % 

99 .2 % 
!of label claim). I OT 9,0 Mr .uo 11,0 Mr 
C21H1sClN2O3·2HC1 (uempH3HHa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'-laHne: Ilpo,uyKT COOTBeTcrnyeT Tpe6oBaHHl!M H,l( 3aKJJIO'-leHHe: O1IOEPEHO 
Prepared by I 

Pt·avesh Rana 
00Jl.fOTOBJleHO/. 

Date/ 
.D:arn: 07.04.2026 

Checked by/ Check< d by (AQA) I Approved by: Quality Assurance/ Authorized person/ 
Oposepetto: □pose eH0 (AOK): O,uo6petto: O6ecneL!eHHe KaL!eCTBa!OTBeTCTBeHHOe JIHU0: 
Pardeep Kumar Abhisl k Chauhan ~ml~V'A 

~ '~V I 
~ 

1/ 
Date I Date/ Date/ 
.ll:arn: 07.04.2026 JJ:arn: 07.04.2026 ,[],am: ~c:2,-0'1 -uu 

Registered Office : 8-2-337,. Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana , India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L851g5AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKA T AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoJJ:yKT: UeTp1rn® Ta6neTKH, rr0Kpb1TbIe rrneHOT.J:HOH 060J10T.J:KOH, 10 Mr 

Market / PbIHOK : Russia I Poccm1 

Batch No./ 
V2600659 

Batch Quantity I 25,00,000 tab I 
Cepusi .N'2 

: 
Pa1Mep cepuu 

: 
25,00,000 m6 

Analytical Report No. / 
: 890001875746 

Date of Analysis / 
: 07.04.2026 

AnaJIHTH'lecKuii OT'leT .N'2 ):(aTa anaJ1u1a 
Date of Manufacture/ 

03/2026 
Date of Expiry / 

02/2029 
)laTa IlPOH3BOJJ:CTBa 

: 
roJJ:eH JJ:O 

: 

Mfg. License No./ 
MA number:/ 

Ilpou3BOJJ:CTBenuasi : MNB/05/263 
HoMep PY 

: JIIT-N!!(005456)-(Pr-RU) 

JIHU:eH3HSI .N'2 
Analysis performed according to ND:/ AnaJIH3 npoBeJJ:eH no HJ:(: JITI-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl rrepBHT.J:Hoii ynaKOBKH yTBep,imeHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOii yrraKOBKH yTBep.KJJ:eHbI: 17.02.2025 
PL aooroved: / JIB yrnep,KJJ:en: 15.05.2024 

.N'2 Test I IloKa3aTeJib Result I Pe1yJ1bTaTbI Specification/ HopMa 

9 

,llHrHJJ:pOXJ10pH.n:) B Ta6J1eTKe ( OT 90,0 % ,[(0 
110,0 % OT H0MHHaJibH0ro co.n:ep)KaHHJI). 

Subdivision of tablets / Complies I CooTBeTcTByeT The tablets comply with the test, if not more 
~eJienue 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./ 
Ta6J1eTKH C00TBeTCTB)'lOT Tpe6osaHHllM, eCJlH 
He 6onee 1 e.[(HHHT.J:Hal! Macca 0TKJl0Hl!eTCll 3a 
npe,lleJlbl 85%-115% OT cpe,[(Heii MaCCbl. 

Ta6J1eTKH He C00TBeTCTBYIOT Tpe6oBaHHllM, 

ernH 6onee T.J:eM 1 HHL\HBHAyanbHal! Macca 
OTKJlOHl!eTCll OT 3THX npe,[(eJl0B HJlH, eCJlH 1 

HH,[(HBH.[(yaJlbHal! Macca OTKJlOHl!eTCll 3a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: ITpOAYKT cooTBeTcTByeT Tpe6osaHH.sIM Hll 3aKJIIO'lenue: OJ:J:OEPEHO 
Prepared by / 

ITo,[(rOTOBJleHo:1 
Pravesh Rana 

Date/ 

llam: 07.04.2026 

Checked by I Checke1 by (AQA) I Approved by: Quality Assurance/ Authorized person I 
ITposepeHo: n pose~ 1-10 (AOK): O.[(o6peHO: O6ecneT.J:eHHe KaT.J:eCTBalOTBeTCTBeHHOe JlHl.(O: 
Pardeep Kumar Abhisl :< k Chau ~an ~,~~ 

~ V 
~ 

Date I Date/ Date/ 
615.--0 ,,., ,,_ z,b '2----' )lam: 07.04.2026 )lam: 07.04.2026 ,l:{am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 
Dt: Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill. Khol, Nalagarh Read, Baddi, 
Di5tt. Solan, H.P., 173 205, INDi.l\ 

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

CERTIFICATE OF ANALYSIS 
CEPTll <l>llKAT AHAJill3A 

Product: Cetrine® film coated tablets, 10 mg 
ITpo.ny1cr: 1J.e-rp1rn® m6ne-rK11, n0KphIT1,Ie m1eHOYHOH o6onoYKOH, 10 Mr 

Market/ P1>rnoK : Russia/ Poccm1 

Batch No./ 
V2600659 

Batch Quantity/ 25,00,000 tab/ 
Cepm1 N2 

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001875746 

Date of Analysis / 
: 07.04.2026 

AHaJ1HTH'-leCKHii OT'-leT N2 )];aTa auaJ1HJa 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 

)];aTa npOHJBO.l{CTBa 
: 

ro.neH .1{0 
: 

Mfg. License No./ 
MA number:/ 

ITpoHJBO.l{CTBeHHaH : MNB/05/263 
HoMep PY 

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

nuu.euJHH N2 

Analysis performed according to ND:/ AuaJ1HJ npoBeAeH no H,U:: JII1-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeT1>1 nepBH'-IHOii ynaK0BKH YTBep,K,lleH1>1: 12.11.2024 
Artworks of secondary package approved:/ MaKeT1>1 BTOpH'-IHOii ynaK0BKH yTBepm.neu1>1: 17.02.2025 
PL approved: / JIB yrnepm.neu: 15.05.2024 

,N'g Test/ l10KaJaTeJ11> Result/ PeJyJ11>TaT1>1 Specification / HopMa 

npe.nen1,I 75%-125% OT cpe.nHei1 Macc1,1. 

10 Package/ Onucauue ynaKOBKH 10 tablets in PVC/PVDC//aluminum IO 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. I Do 10 Ta6ne-roK B a carton. I Do 10 Ta6neToK B 
ITBX/TIB,UX//amoMHHHeBOM 6n11cTepe. ITBX/ITB,UX//amoM11H11esoM 6nucTepe. Tio 2 
[Io 2 6JIHCTepa BMeCTe C JIHCTKOM- HJIH 3 6nHCTepa BMeCTe c JIHCTKOM-
BKJla,[\blllleM ynaKOBaHbl B naYKY BKJia,n1,IweM ynaKOBaHbl B naYKY KapTOHHylO. 
KapTOHHYJO. 

11 Labeling/ MapKHpOBKa Complies/ CoorneTcrnyeT See Module 1, section 1.3.2 ofregistration 
dossier. I B coorneTCTBHH c pa3,nenoM 1.3.2 
MOA)"Jlll 1 perHCTpau.110HHOro AOCbe. 

12 Storage conditions / Y CJlOBHH At temperature not higher than 25 °C / Tip11 TeMnepaType He Bhlllle 25 °C. 
xpaueHHH 

13 Shelf-life (storage period)/ CpoK ~ years. I 3 ro,ua. 
ro.n11ocn1 (cpoK xpaueu1rn) 

Remarks : The Product confirms to ND/ 
IT HMe'-laHue: TI OA KT COOTBeTCTB eT T e6oBaHHllM H.U 

Conclusion : APPROVED / 
3aKJ110'-leuue: O)1.OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / 

ITo,nroTOsneHo~/ Tiposepeuo: Ilpose e110 (AOK): 

Approved by: Quality Assurance/Authorized person/ 
O.no6peHo: cne•ieNHe 1<a<1eCTBa/O1'BeTCTBeHHOe J111l.l,0: 

Prnvesh Rana J Pa<deep Kurns, Abhish k Chau\ao 

c:::, • .l ..:.. / 
\C'exMYVJ 

~~,/' 
Date/ 
)lam: 07.04.2026 

Date/ 
)laTa: 07.04.2026 

Date/ 
,UaTa: 07.04.2026 

Date I 
,[{am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

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

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.ayKT: l.leTPl1H® Ta6JieTKH, nOKPb!Tbie nneH04HOW o6oJIO'{KOW, 10 Mr 

Market/ PM HOK : Russia / Poccm1 

Batch No./ 
V2600659 

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

CepuH _N'g PaJMep cepuu 25,00,000 Ta6 
Analytical Report No./ 

: 890001875746 
Date of Analysis / 

: 07.04.2026 
AHaJIHTH'leCKHU OT'leT _N'g )].aTa aHaJJnJa 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

)laTa DPOHJBOIICTBa 
: 

foIIeH IIO 
: 

Mfg. License No. / 
MA number:/ 

Il pOHJBOIICTBeHHaff : MNB/05/263 
HoMep PY 

: J1TI-N~(005456)-(Pf-RU) 
JlHl(eHJHff .N'! 
Analysis performed according to ND:/ AHaJiuJ nposeIIeH no H)].: JHI-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOii. ynaKOBKH yrsep,K,11eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOii. ynaKOBKH yTsepmI1eHbI: 17.02.2025 
PL aooroved: / JIB yTBepmIIeH: 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. I Tipoao,11.HTCll npoH3BOIIHTeneM rrp11 BbmycKe rrep110,11.114ecK11: IIJill Ka)K,!l.ow 20-oii 
cep1rn J,!JIJ,! He MeHee 1 pa3a B ro.u. IloKa3aTeJib MO)KeT 6b!Tb He BKJIIO'{eH B Cepn-HpttKaT aHaJIH3a cjmpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlPHMe'laHue: Tipo.nyKT cooTBeTCTByeT Tpe6oBaHttllM Hll 3aKJJIO'leuue: O.UOEPEHO 
Prepared by I 

Tio,a:roToBnettod. 
Pravesh Rana 

Ii 
. 

Date I 
nara: 07.04.2026 

Checked by I Checked KY (AQA) I Approved by: Quality Assurance/Authorized person I 
IlpoBepetto: Tipoaepe ;> (AOK): O,a:o6petto: O6ecneGeHtte KaGeCTBa!OTBeTCTBeHHOe JIHU.0 : 
Pardeep Kumar Abhishe~ hauhan ~COtM~ 

d-c- '- / ~ 
Date/ Date I Date I 
nara: 07.04.2026 nara: 07.04.2026 llaTa: 0 ~ --0 "' ,-- 2-,A 2,--b 

I 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, 8addi, 

Diott. Solan, H.P., 173 205, INDl.11. 

Tel: +9198165 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.11:y1rr: UeTpttH® rn6neTKH, noKpbITbie nneHO'IHOtt o6ono'IKOtt, 10 Mr 

Market/ PMHOK : Russia/ Poccm1 

Batch No./ 
V2600659 

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

: 
PaJMep cepnn 

: 25,00,000 Ta6 
Analytical Report No./ 

: 890001875746 
Date of Analysis / 

: 07.04.2026 
AnaJJHTH'leCKHH 0PieT N2 ,l..(aTa auaJJHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

,l..(aTa np0H3B0JlCTBa 
: 

ro)leH .11:0 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pr-RU) 
JJHU,eHJHH N2 
Analysis performed according to ND:/ AuaJJHJ npoBe)leu no H,l..(: JIU-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThI nepBH'IHOH ynaK0BKH yTBep,K.D.enhI: 12.11.2024 
Artworks of secondary package approved:/ MaKeThI BTOpH'IHOH ynaK0BKH yTBepm)lenhI: 17.02.2025 
PL annroved: / JIB yTBepm)len: 15.05.2024 

API name/ HanMenoBaune A<l>C: Cetirizine dihydrochloride / Uernp1-mrna Jl.lffHAPOXJJOPHA 
INN /MHH: Cetirizine I UernpH3HH 
API manufacturer batch number / BT00-25074, BT00-25075 
HoMep cepun npoHJB0JlHTeJJH A<l>C: 
FP Manufacturer API Batch number/ FETA00079, FETA00080 
HoMep cepuu cy6cTaHU,HH np0H3B0)],HTeJJH r JI <I>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
IlpottJB0./1:HTeJJb A<l>C, a.11:pec H CTpaua: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM Htt,nacTpttec IlpattBHT JlttMHTe.n, 

Y'laCTKH N2 174-176, 11.,l..(.A., EonnapaM, Cattrape,n,nH 
,l..(HCTPHKT - 502 325, Xaii,napa6aA, WTaT TenattraHa, l1HAHll 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site I Control site / Release site / Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. 
HattMeHOB3HHe, a.11:pec, JJHU,eH3HH .11:JJH Solan (HP) 173205, India (license No MNB/05/263). / 
IlpoH3BOJJ:CTBeHHaH IlJJ0IIJ,a)lKa / IlJJ01IJ,a.11:Ka K0HTp0JJH ,U-p PeMtt'c Jla6opaTOp11c JlT,n., 
Ka'leCTBa / IlJJOlll,3.11:Ka BhtnycKa Ilpo113BO)],CTBeHHoe no)],pa3,neneHHe-6, Bttnn. Kxonb, Hanarapx 

Poy,n, na)],)],H, ,l..(HCTpHKT ConaH, x.rr., 173205, l1H)],Hll 
(Jlm.1,eH3Hll N2 MNB/05/263). 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHHe: Ilpo,nyKT COOTBeTCTByeT Tpe6osaHHl!M H,l..( 3aKJJIO'leune: O,UOliPEHO 
Prepared by / 

ilOA fOTOBJleHO/, 
Pravesh Rana 

,,,. 

Date/ 
,[(am: 07.04.2026 

Checked by/ Checke by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Ilposepetto: llpoae~ HO (AOK): O.o,o6petto: O6ecne•1e1rne Ka11ecTBa!OTBeTcTBeHHoe nttu,o: 
Pardeep Kumar Abhish ! r- Chauhan ~ \ Ctl,vv\vvi 

ud[ .~ ~I~ 
/ 

Date/ Date/ Date/ 
,Uarn: 07.04.2026 ,l..(arn: 07.04.2026 ,Uarn: D 1s' ---6 Lf ~ -z_.0-1-b 

Registered Office: 8-2-337, Ro~d No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India 
Tei: +91 40 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CiN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Di~tt. Solan, H.P., 173 205, INDiA 

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

CERTIFICATE OF ANALYSI 
CEPTM.<f>Ml AT AHAJIH3A 

Product: Cetrine® film coated tablets, IO mg 
IlpoJ1y1n: U.e-r1mH® Ta6neTKM, nOKPblTbte nneH011HOH 06ono•1KOR, 10 Mr 

Market/ P1,rnoic : Russia/ Poccm, 

Batch No./ 
V2600659 

Batch Quantity/ 25,00,000 tab/ 
Cepm1 N2 

: 
Pa3Mep cepm1 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001875746 

Date of Analysis/ 
: 07.04.2026 

Auam1T11•1ecic11ii op1eT N2 ,ll.aTa auaJ1u1a 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

)laTa npOll3B0JlCTBa 
: 

ro,neH ,llO 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0}1CTBeHHaH : MNB/05/263 
HoMep PY 

: JITT-Nl!(005456)-(Pr-RU) 
mnJ. e 113" H N2 

Analysis performed according to D: / AH3Jlll3 npOBCJlCII no H)l: Jin- 2(005456)-(Pr-RU)-150524 
Artworks of primary package appro,1ed: / MaKer1,1 nepBll'IHOii ynaicosic11 yTBep)KJle111,1: 12.11.2024 
Artworks of secondary package approved:/ Maicer1,1 aTop11•mofi ynaicoeicn yTBepiK/lCH1>1: 17.02.2025 
PL approved: / JIB YTBCPiKJ:\CH: 15.05.2024 

manufactured including packaging/labeling and quality control at the above mentioned ite(s) in full compliance with the GMP 
requirement oflhe Eura ian Economic Union (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) and requirement to the 
medicinal quality and with the pccification in the Marketing Authorizat ion dossier of the importing country. Production, packaging 
and t ting record are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union i 
establ i hed». / 

8KJIIOlfCHIIC O COOTBCTCTBm1: <(HaCTOJIUJ.MM JI OOD.TB p>KD,3IO •1To np11eet1,e1rnall BbLWe HHqJOpMaUHJI JIBJl.lleTC.11 llOCTOBepHOH M 
TO'lHOit 3-ra cep~iJI npOD.YKUMH npOW38C}leHa (BKJllOlla.11 yna.KOBKY (MapKHpOBKY) H KOHTp011b Ka4ecTBa) Ha BbJWeyKa3aHHOH 
npOH3B0,UCTBCHHOM OJIOl.ll.a)].Ke (nJJOUJ.3JlKax) B OOJIHOM COOTBeTCTBHJ,I C Tpe6osaHHJIMH CTpaoHJJ 1-1a.une>Ka1.Uei1 npoW3BOD.CTBCHHOH 
npaKTHKH Espa3MHCKoro 3KOHO~rn•,ecKoro coio1a (N~ GMP/EAEU/RU/02329-2025 OT 19 ce1-1T.116p.11 2025 r.) H Tpe6ooaHHilMH 
KOHTpom, Ka4CCTBa JlCKapCTBeHHblX cpeD.CTB a TalOl<e B eooTBeTCTBHH co cneuH<l>HK8Ul1J!MH, co.nep>KaUJ.HMHCil 8 pernCTpaUHOHHOM 
}10Cbe CTpaHbl-HMnOpTepa. 3anMCH no npOH3B0JlCTBY, ynaKOBKe J,I a1-1aJ1H3Y nposepeHbl, H yCTaHOBJJCl::10 HX COOTBCTCTBI-Je 
Tpe6oeaHHIIM npaa11n 1-1a.nne>Ka1Uei1 npOM3BOJ.lCTBeHHOM npaKTHKH Espa3H11CKOro 3KOHOMH4ecKoro COI03a». 

Remarks : The Product confirms to ND/ 
TI IIMClfaHne: n o,ayKT COOTBeTCTB CT T e6ooaHHllM H,lJ, 
Prepared by / Checked by / Check d by (AQA) / 
IToD.rornsneHo: j TTposepeHo: CTpoee eno (AOK): 
Pravesh Rana J Pardeep Kumar Abhi I k Chauhan 

J '-- · 

Date/ Date/ Date/ 
.D,aTa: 07.04.2026 .UaTa: 07.04.2026 .UaTa: 07.04.2026 

Conclusion : APPROVED I 
3aicmottenue: O.ll06PEHO 
Approved by: Quality Assurance/Authorized person I 
0.11.06peHo: 06ecne'le1-1we Ka'lecTBa/OTBeTcTBeHHoe mm.o: 

~ \~~ 

Date/ 
.UaTa: CJ 

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

CIN:L85195AP1984PLC004507 
www.drreddys.com 




