
••· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
IIpo,llyKT: UeTp11tt® m6neTKH, noKpbITbie nneHOY:HOH o6onoY:KOH, 10 Mr 

Market / P1,rnoic : Russia/ Poccm1 

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.corn 

Batch No./ 
V2601016 

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

CepuH .N'2 Pa3Mep cepuu 25,00,000 m6 

Analytical Report No./ 
: 890001883430 

Date of Analysis/ 
: 16.05.2026 

AuaJJHTHlfeCKHH OTlfeT ,Ng ,ll.aTa auanu3a 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 
)laTa UPOH3B0,llCTBa 

: 
roaeu JI.O 

: 

Mfg. License No./ 
MA number:/ 

IJpOH3B0JI.CTBeHHaH : MNB/05/263 
HoMep PY 

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

JlHUeH3HH ,N'g 

Analysis performed according to ND:/ Auantt3 npose,lleu no H,II.: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThl nepsuquoii ynaKOBKH yrnep;KJleu1,1: 12.11.2024 
Artworks of secondary package approved:/ MaiceThl BTopuquoii ynaicosicu yTsep1Kt1.etthl: 17.02.2025 
PL approved: / JIB yrnepJK,lleu: 15.05.2024 

,N'g Test I IIoica3aTeJJb Result/ PeJyJJbTaTbI Specification / HopMa 
1 Description/ Onucauue 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. 
Kpyrn1,1e AB01!K0BhinYKJJbie Ta6neTKH, I Kpyrnb1e AB011KOBhinYKJJbJe Ta6neTKH, 
noKphIThle nneHOY:HOH o6onO'iKOH noKpbITbie nneHOY:HOH o6onoY:KOH 6enoro 
6enoro u.eeTa, C pHCKOH Ha 0,ll.HOH 11Jll1 TTO'iTH 6enoro U.BeTa, C pHCKOH Ha O,ll.HOH 
CTopoHe. Ha nonepeY:HOM pa3pe3e - cTopotte. Ha nonepeY:HOM pa3pe3e 11,!1.pO OT 
fftl.PO 6enoro u.eern. 6enoro AO noY:TH 6enoro l.\BeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3a1CJ1101feuue: O)IOEPEHO II HMelfaHue: 11 OA 

Prepared by / 
IloAroToBneuo: 

Pravesh Rana i 
Date/ 
,[(am: 16.05.2026 

KT cooTBeTcTByeT T e6oaaH1111M HA 

Checked by/ Checked by (AQA) / 
CTpoaepeuo: Ilpoaepeuo (AOK): 
Pardeep Kumar Am it Kumar 

Date/ Date/ 
.[(am: 16.05.2026 ,[(am: 16.05.2026 

Approved by: Quality Assurance/Authorized person/ 
OAo6peHo: O6ecneqeu11e KaY:eCTaa/OTaeTcTBeHuoe n11u.o: 

Date/ 
)].aTa: 

Registered Office: 8-2-3 37, Roan 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 
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 
IIpo,IJ;yKT: IJ.eTplrn® Ta6JieTKlf, U0Kpb!Tble UJieHO'lHOH o6oJIO'lKOH, 10 Mr 

Market/ PbluoK : Russia/ Pocc,rn 

Batch No./ 
V2601016 

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

: 
Pa1Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001883430 

Date of Analysis / 
: 16.05.2026 

AuaJIHTH'IeCKHii oTqeT N2 ).].aTa auaJ1u1a 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 
)].aTa npOH3B0,IJ;CTBa 

: 
ro,IJ;eH LIO 

: 

Mfg. License No./ 
MA number:/ 

IJpOH3B0,IJ;CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHL1eu1uH N2 
Analysis performed according to ND:/ AuaJIH3 npose,1J;eu no H).].: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKen,1 nepswrnoii ynaKOBKH YTBepm,!1;eub1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKOBKH yTsepm,1J;eHb1: 17.02.2025 
PL aooroved: / JIB yTsepm:,11;eu: 15.05.2024 

N2 Test/ IloKaJaTeJib Result/ Pe1yJ1bTaTbl Specification/ HopMa 
2 lldentification / The retention time of the main peak in 

l-benTn$uKa1.1uH the chromatogram oftest solution The retention time of the main peak in the 
chromatogram oftest solution should comply complies with the retention time of the 

HPLC/ B3)1{X 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» y,11,ep)[nrnaHH» reference standard solution (section "Assay"). 
I 

0CH0BH0ro DHKa Ha xpoMaTorpaMMe 
BpeM» y.nep)[<I1BaHH51 0CH0BH0r0 IlHKa Ha HCilbJTyeMoro pacTB0pa C00TBeTCTByeT 

BpeMeHH y,nep)[<I1BaHH51 0CH0BHOro IlHKa xpoMaTorpaMMe 11crrbnyeMoro pacTsopa 

Ha xpoMaTorpaMMe cTan.napTHoro ,uomKH0 C00TBeTCTB0BaTb BpeMeHH 

pacTBopa QeT11p11311ua rn.npoxnoptt,11,a. y.nep)l(!iBaHH51 0CH0BH0ro IllfKa Ha 
xpoMaTorpaMMe crnu.napTuoro pacTBopa 
1.1,eT11p113ttHa rn.npoxnopw.na (pa3,nen 
«KOJIH'leCTBeHHOe orrpe,neJieHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJ110qeuue: OlIOliPEHO II HMet:faHue: TI 0,11, KT CO0TBeTCTB eT T e6osaHH»M H.U 

Prepared by I 
Tio.nroTosneHo: 

Pravesh Rana 1 
Date/ 
)larn: 16.05.2026 

Checked by I 
TiposepeHo: 
Pardeep Kumar 

Date I 
)larn: 16.05.2026 

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

Date/ 
)larn: 16.05.2026 

Approved by: Quality Assurance/ Authorized person / 
O,ll,o6peuo: O6ecnet:feHHe Kat:feCTBa!OTBeTCTBeHHOe JIHQ0: 

Date/ 
)larn: 

S0 I V ft µ} 

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: L85195AP1984PLC004507 

www.drreddys,com 



•·· Dr.Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJill3A 

Product: Cetrine® film coated tablets, 10 mg 
n po,uyKT: UeTp11H® Ta6neTK11, noKPhITbie nneHO'IHOM o6ono'IKOH, 10 Mr 

Market/ PM HOK : Russia I Poccm1 

Batch No./ 
V2601016 

Batch Quantity / 25,00,000 tab/ 

CepuH .N2 
: 

PaJMep cepuu 
: 

25 ,00,000 Ta6 

Analytical Report No./ 
: 890001883430 

Date of Analysis / 
: 16.05.2026 

AHaJJHTH'IeCKHH OT'!eT .N! ,l],aTa aHaJJHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

)laTa npoHJBO,UCTBa 
: 

fo,ueH ,UO 
: 

Mfg. License No. / 
MA number:/ 

IlpOHJBO.l(CTBeHHaH : MNB/05/263 
HoMep PY 

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

J1HQeH3HH .N°! 
Analysis performed according to ND:/ AnaJIH3 npoaeti,en no H,ll,: JIU-.N2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'fHOH ynaKOBKH YTBep,imeubI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKOBKH yTaepm,ueub1: 17.02.2025 
PL approved:/ JIB yrnepm,ueH: 15.05.2024 

,Ng Test/ IloKaJaTeJib Result/ PeJyJJbTaTbI Specification/ HopMa 

13 

UV- spectrophotometry / Complies I CoorneTcrnyeT rT'he UV-spectrum of the test solution and the 
Yeti- cneKTpO!pOTOMeTpHll Cetirizine Hydrochloride reference standard 

solution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm. I Y<D-cneKTpbI nornomeHHll 
HCnhITyeMOJ'O paCTBopa H CTaH,uapTHOJ'O 
pacrnopa QeT11p11311Ha rn.upoxnop11.ua s 
o6JJaCTH OT 200 .uo 400 HM .uomKHbl HMeTb 
MaKCHMYMbl nornomeHHll npH 0,UHOH H TOH 
l)Ke ,llJIHHe BOJIHbl C .uonyCTHMbIM 
OTKJIOHeHHeM ± 2 HM. 

Dissolution/ PaCTsopeuue Not less than 80% (Q) of the labeled amount 
of C21 H25ClN2O3· 2HCI ( cetirizine 

97 %; 96 %; 97 %; 94 %; 96 %; dihydrochloride) after 30 min./ He MeHee 
96% 80 % (Q) OT HOMHHaJJhHOJ'O co.uep)KaHHll 

C21 H25CIN2O3 • 2HCI ( 1..1ernp113Irna 
.u11rn.upoxnop11.u) qepe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIOlfeuue: O,UOJiPEHO n HMelfaHne: TI o.u 

Prepared by / 
rIOJll'OTOBJieHo: 

P,asesh R~a 1 
Date I 
.[{aTa: 16.05.2026 

KT C0OTBeTCTB eT T e6osaHHllM HJJ: 

Checked by/ Checked by (AQA) / 
riposepeHo: ITpoaepeHo (AOK): 
Pardeep Kumar Amit Kumar 

Date I Date/ 
.[{aTa: 16.05.2026 .[{aTa: 16.05.2026 

Approved by: Quality Assurance/Authorized person/ 
O,uo6peHo: O6ecneqem1e Kaqecrna/OrneTCTBeHHoe mn.1,0 : 

Date/ 
)laTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderab~d - 500034, Tel anga na, India 

Tel : +9140 4900 2900, Fax: +91404900 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, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYST 
CEPTH~HKATAHAJIH3A 

Product: Cetrine® film coated tablets, IO mg 
n pOJlVKT: U.eTJ)I-IH® Ta6neTKH. n0KPblTble nJieH04HOH o6ono•tKOH, IO Mr 

Market I PbIHOK : Russia/ PoccHJ1 

Batch No. I 
V2601016 

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

: 
Pa3Mep cep11n 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001883430 

Date of Analysis/ 
: 16.05.2026 

AHaJJIITll4eCKlltt OTlfeT ,N'g .II.an ananHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2029 

)J.aTa n POll3BO)lCTBa 
: 

foJ:ten JJ.O 
: 

Mfg. License No./ 
MA number: I 

IlpOH3BOJJ.CTBennasi : MNB/05/263 
HoMep PY 

: J1TI-N!!(005456)-(Pr-RU) 
JIUUeH.JIIH .N'2 
Analy is performed according to D: / A1rnn113 npose.ae11 no H,ll.: J10-.Nii(005456)-(Pf-RU)-J50524 
Artworks of primary package approved:/ MaKeTbl 11eps11-...11011 ynaKoBKII yreep,Kllettbi: 12.11.2024 
Artwork of secondary package approved:/ MaKCTbl JlTop1t'fHOii yrraKoBKH yrsep7KJleHbl: 17.02.2025 
PL approved:/ JIB yrnepJK).le11: 15.05.2024 

.N"2 Test/ IloKa3aTeJJb Result/ Pe3yJJbTaTbI Specification/ HopMa 

4 Uniformity of dosage units / iAcceplance value (AV) should be not more 
O1.u,1opOJlHOCTb Ll.03HpOBaHHblX 3.2 than 15.0 / IToKa3aTeJib npweMJieMocrn (AV) 
C.lllllHIU. luonmeH 6htTb He 6onee 15 0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJJIOl.fenne: 0 O6PEHO II 11Me•ia1rne: n 0 

Prepared by I 
ITo,a:roTOBJietto: 

Pravosh Rana f 
Date/ 
Ll,aTa: 16.05.2026 

KT COOTBeTCTByeT T e6oB8HHJIM H.U 
Checked by/ Checked by (AQA) / 
TipoBepeHo: TipoBepeHo (AOK): 
Pardeep Kumar Amit Kumar 

Date/ Date/ 
,llaTa: 16.05.2026 ,llaTa: 16.05.2026 

Approved by: Quality A, urance/Authorized person / 
O,a:o6peHo: O6ecneYeH11e Kay·ec-rea/Ornen . .--reeHH0e mm,o: 

Date/ 
)];aTa: 

Sl1 /ti 4 Al I 

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: L85195AP1984PLC004507 
www.drreddys,com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

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):{yKT: UeTp1rn® m6neTKl1, noKpbITbie nJieHO'!HOH o6oJIO'!KOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601016 

Batch Quantity I 25,00,000 tab / 
CepuH .N"2 

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No./ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .N"2 

: 890001883430 
.il:aTa auaJiuJa 

: 16.05.2026 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

.il:aTa npOH3B0ilCTBa 
: 

roneu no 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0ilCTBeuuaH : MNB/05/263 
HoMep PY 

: JIIT-NQ(005456)-(Pf-RU) 
JIHU:eH3HH .N°2 
Analysis performed according to ND:/ AuaJIH3 npoBeneu no H.il:: JIIl-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'lttou ynaKOBKH YTBeplK,11,ettbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaKOBKH yTBep,KJ:{eHbI: 17.02.2025 
PL approved: / JIB yTBeplK,IJ,ett: 15.05.2024 

5 Impurities / IlpttMecu 
Impurity A/ Below LOD (LOD =0.005 %) I HmKe 
ITp11Mecb A 

Impurity B / 
ITp11MeCh B 

Impurity C / 
ITp11Mecb C 

Impurity D / 
flp11Mecb D 

Impurity EI 
ITp11Mecb E 

Impurity F / 
Ilp11Mecb F 

npeJ:{eJia 06Hapy)[(ett1rn: (TIO= 0,005 %) ot more than 0.2 % / He 6onee 0,2 % 

0.04 % ot more than 0.2 % / He 6onee 0,2 % 

Below LOD (LOD =0.006 %) I H11)[(e 
npeAeJia 06Hapy)l(eH11J1 (ITO= 0,006 %) ot more than 0.2 % / He 6onee 0,2 % 

Below LOQ (LOQ = 0.003 %) I HH)l(e 
npeJlena KOJI11qecTBeHHOro onpe,ll.eJieHHJI ot more than 0.2 % / He 6onee 0,2 % 

(ITKO = 0,003 %) 

0.02 % ot more than 0.2 % / He 6onee 0,2 % 

Below LOD (LOD =0.015 %) I H11)1(e Not more than 0.2 % / He 6onee 0,2 % 
npeAeJia 06Hapy)l(eH11J1 (ITO= 0,015 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJJIO'leuue: O.il:OliPEHO n HMe'lattue: IT OAYKT cooTBeTCTB eT T e6osaH11J1M H.U 

Prepared by I 
IToArOTOBJieHo: 
Pravesh Rana 

Date I 

{ 
.[{am: 16.05.2026 

Checked by / Checked by (AQA) / 
ITposepeHo: IlposepeHo (AOK): 
Pardeep Kumar Amit Kumar 

Date/ Date/ 
.[{am: 16.05.2026 .[{am: 16.05.2026 

Approved by: Quality Assurance/Authorized person I 
OAo6peHo: O6ecne'!eH11e Ka'IecTBa/OTBeTCTBeHHoe n11uo: 

Date I 
.[{am: 

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 



•·· Dr.Raddy's~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
IIpo,11;yKT: UeTp1-rn® rn6neTKH, noKpbITbie nnettoqttoti o6onoqKoti, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
V2601016 

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

: 
Pa1Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No. I 
: 890001883430 

Date of Analysis / 
: 16.05.2026 

AnaJIHTuqecKHH oTqeT .N'! )].aTa anaJiu1a 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 
llaTa npoHJB0LICTBa 

: 
ro,11;eu ,11;0 : 

Mfg. License No./ 
MA number:/ 

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

: JII1-N2(005456)-(Pf-RU) 
JlHL(eH3HH .N'! 
Analysis performed according to ND:/ AuaJIH3 np0Be,11;eu no H)].: JIII-.N'!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBuquou ynaKOBKH yTBep,K,,11;enb1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbt BTopuquou ynaK0BKH YTBepm,11;eub1: 17.02.2025 
PL aooroved: / JIB yTBepm,11;eu: 15,05.2024 

Any individual unidentified 
impurity/ J1I06a}l e.DJrn11qttaS1 
He11,11;eHTmp11u11poBaHHa}l npttMeCb 

otal impurities/ 
CyMMa np11Meceti: 

Remarks : The Product confirms to ND/ 

0.06 % 

0.1 % 

II ttMeqauue: IT 0,11; KT coorneTCTB eT T e6oBaHJrnM H.ll 
Prepared by I 
Ilo,11;roT0Bneuo: 
Pravesh Rana 

1 
Date/ 
,llaTa: 16.05.2026 

Checked by I Checked by (AQA) I 
IlpoBepeuo: IlpoBepetto (AOK): 
Pardeep Kumar Amit Kumar 

Date I Date/ 
,llaTa: 16.05.2026 Llarn: 16.05.2026 

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

ot more than 2.0% / 
He 6onee 2,0% 

Conclusion : APPROVED / 
3aKJIIO'lenue: OllOEPEHO 
Approved by: Quality Assurance/Authorized person I 
O,11;06petto: O6ecne'lett11e Ka4ecrna/OrneTCTBeHHoe n11uo: 

Date/ 
,D.aTa : 

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 



•·· Dr. Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,llyICT: l.J.eTp1rn® Ta6JieTKl1, TTOKPhlThie nJieHO"IHOH o60JJO"IKOH, 10 Mr 

Market/ PMHOK : Russia/ Poccm1 

Batch No./ 
V2601016 

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

: 
Pa3Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001883430 

Date of Analysis / 
: 16.05.2026 

AnaJIHTH•IecKnii OT"leT N2 ,Ll;aTa anaJIH3a 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

l(aTa npOH3B0,llCTBa 
: 

ro,lleH ,llO 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

: JITI-Ni!(005456)-(Pf-RU) 
JIHQeH3HH N2 
Analysis performed according to ND:/ AuaJJH3 npoBe,lleH no H.LJ:: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepsut.tuoii ynaKOBKH YTBep,imenb1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BToput.tuow ynaKOBKH yTsepJK,lleHbI: 17.02.2025 
PL approved: / JIB yrnepJK,llen: 15.05.2024 

6 

7 

8 

Test/ IloKa3aTeJib 
Water content/ 
~o,llep,1.anue B0.llbI 
Microbiological purity* / 
MnKpo6uoJ1oru1.1ecKaH 
l.lHCTOTa* 
a) Total aerobic microbial count/ 
O6U1ee 411CJJO a3po6HhIX 
M11KpoopraHH3MOB 

b) Total combined yeasts and 
mould count I O6U1ee "IHCJIO 

pm10KeBhlX 11 nnecHeBhlX rpw6oB 

) E.coli 

Result/ Pe3yJJbTaTbl 

3.2% 

NA 

NA 

NA 

Specification/ HopMa 
ot more than 8.0% I 

He 6oJJee 8,0 % 

ot more than 1000 CFU/g I 
He 6oJJee 1000 KOE/r 

Not more than 100 CFU/g / 
He 6onee 100 KOE/r 

Shall be absent in 1 / OTc TCTBHe B 1 r 
rom 9.0 mg to 11.0 mg of Assay/ KoJint.teCTBennoe 

onpe,lleJienue 
10.00 mg /10,00 Mr 

100.0 % 

C21H2sCIN2O3· 2HCI (Cetirizine 
ihydrochloride) in tablet (90.0 % to 110.0 % 

of label claim)./ OT 9,0 Mr .llO 11,0 Mr 
C21H2sCIN2Oy2HCI (u,eTHpH3HHa 

Remarks : The Product confirms to ND/ 
Il HMet.tanue: IT o.n: KT cooTBeTCTB eT T e60BaHm1M Hll 
Prepared by/ Checked by/ Checked by (AQA) I 
Ilo.n:roTOBJieHo: IlpOBepeHo: IlpoBepeHo (AOK): 

Pra,esh '"'"j Pa,d:z: Amit K~ ----: 

Date/ Date/ Date/ 
)lam: 16.05.2026 llarn: 16.05.2026 Jl.arn: 16.05.2026 

Conclusion : APPROVED / 
3aKJJIOt.tenue: Ol(OliPEHO 
Approved by: Quality Assurance/ Authorized person I 
O,n:o6peHo: O6ecne"leHHe Ka"leCTBa/OTBeTCTBeHHOe JIHLJ,O: 

Date/ 
)laTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -·sooo34, Telangana, India 
Tel: +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, Baddi, 

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

Tel : +91 98166 56001-02 

www.drreddys.com 

CERTIFICATE OF A ALY I 
CEPTH<l>MKAT AHAJI.H3A 

Product: Cetrine® film coated tablets, IO mg 

fl 00.11.yKT: UeTPHH® Ta611eTKH., noKpblTbte nneHO'IHofi o6ono'!Kofi, IO Mr 

Market/ PblHOK : Russia I Pocc1-u1 

Batch No./ 
V2601016 

Batch Quantity / 25,00,000 tab I 
Cep1ui .N'2 

: 
PaJ111ep cepI111 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001883430 

Date of Analysis/ 
: 16.05.2026 

A1taJ1n-n1<1ecic11i'i OT'teT .N'2 )].an auaJJHJa 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

)].aTa npou3eo.11.cna 
: 

ro.11.eu ,[10 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3BOJl,CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIUUeH3UH .N'! 

Analysis performed according to ND:/ Auamn npoee.11.en no H)].: Jin- 2(005456)-(P -RU)-150524 
Artworks of primary package approved:/ MatceTbl nepeuquoii ynaKoBKH YTBep,imeHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKoBKn yTsepm:.11.eubl: 17.02.2025 
PL aooroved: / JIB YTBepiKJJ.eH: 15.05.2024 

.N'! Test/ IloKaJaTeJJh Result/ PCJYJ1bT8Tb1 Specification / HopMa 

9 

.0.l•ffH.D.pOXJlOj)HD.) s Ta6JieTKe (oT 90,0 % ,ll,O 
110,0 % OT HOMHHaJibHOro CO,ll,ep)l(amrn). 

Subdivision of tablets / Complies I CooTBeTcTByeT The tablets comply with the test, if not more 
,[leJ1eH11e Ta6JJCTOK han l individual mass i 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 i outside these limits 
or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 
ia6JJeTKH COOTBeTCTByiDT Tpe6osaHHllM, ecnH 
He 6onee I eJJ,HHH'IHall Macca 0TKJIOHlleTCll 3a 
npeJ).em,1 85%- 115% OT cpeJJ,Hefi Macc1,1. 

Ta6neTKl1 He COOTBeTCTBYIOT Tpe6osaH11llM 

ec111-1 6onee 'leM 1 HHJJ,HBHJJ,yaJibHall Macca 

OiKfl0HlleTCll OT 3THX npeJJ,eJJOB 11Jil1, eCJIH 1 
111i.llHBHJJ,YaJibHall Macca OTKJIOHlleTCll 3a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe•uumc: TTp0.U,) KT C00T13CTCTBYCT Tpe6onaHHllM H,[( 3aKJJIO'leHtte: OJlOEPEHO 
Prepared by / 
TioJJ,rOTOBJieHo: 

Pmvesh Raoa 1 
Date I 
,llaTa: 16.05.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITposepeHo: ITponepeHo (AOK): OJJ,o6peHo: O6ecneqe1-11-1e KaqecTBa/OTBeTCTBeHHOe n111.~o: 

Pardeep Kumar Amit Kumar 

~ 
Sh/llfr N) 

/\~~ 
Ao ~ - " 

Date I Date/ Date/ \ ' 
\~ /4)~()~ ,lla-ra: 16.05.2026 ,[(aTa: 16.05.2026 ,[(arn: 

-....v 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· 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 
IlPOLlVKT: UeTp1m® Ta6neTKl1 noKphIThie nneHO'IHOH 06ono11Koi1, 10 Mr 

Market/ P1,rnoic : Russia/ Poccm1 

Batch No./ 
V2601016 

Batch Quantity/ 25,00,000 tab / 

CepuH N2 
: 

Pa3Mep cepuu 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001883430 

Date of Analysis/ 
: 16.05.2026 

AnaJIHTH'tec1rnii OT<teT N2 ,UaTa anaJiu3a 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

,UaTa npOH3B0[1CTBa 
: 

ro[leH LIO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0[1CTBeunaH : MNB/05/263 
HoMep PY 

: JITI-N~(005456)-(Pf-RU) 

JIHI.J;eH3HH N2 
Analysis performed according to ND:/ AnaJiu3 npose[leH no H,U: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbl nepsuquoii ynaicosicu yTBep,K,L1en1,1: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbl BTopuqnou ynaicosicu yTsep.KL1eH1,1: 17.02.2025 
PL approved: / JIB YTBeP.KLien: 15.05.2024 

N2 Test I IloKa3aTeJIL Result/ PeJyJibTaTbl Specification/ HopMa 
npe,neJihl 75%-125% OT cpe,nHeH MaCChl. 

10 Package/ Onucanue 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./ no 10 Ta6neTOK B a carton. / no 10 rn6neTOK s 
TIBX/TIB,UX/ /amoM11H11esoM 6n11cTepe. TIBX/TIB,UX//amoM11n11esoM 6n11cTepe. no 2 
no 3 6Jil1CTepa BMeCTe c JIJ1CTKOM- 11Jil1 3 6n11cTepa BMeCTe C Jll1CTKOM-
BKJiaJJ:h!llleM ynaKOBaHhl B na'IKY BKJiaLibIWeM ynaKOBaHbl B na11Ky KapT0HHyIO. 
KapTOHHYJO. 

11 Labeling/ Mapicuposica Complies/ CooTBeTcTByeT See Module 1, section 1.3 .2 of registration 
dossier. I B cooTBeTCTB1111 c pa3LieJioM 1.3.2 
MOLIYJill 1 perttCTpau:110HHOro LI0Cbe. 

12 Storage conditions / Y CJIOBHH At temperature not higher than 25 °C / Tip11 TeMnepaType He BhIWe 25 °C. 

xpaHeHHH 
13 Shelf-life (storage period) / CpoK 3 years. / 3 roLia. 

ro,nHOC!_U (cpoK xpaueHHH) -- -

Remarks : The Product confirms to ND/ 
n UMe'lanue: TI o.n KT C0OTBeTCTB eT T e6oBaHJ1llM H.U 

Conclusion : APPROVED / 
3aKJIIO'leuue: O,UOEPEHO 

Prepared by / 
Tio,nroTOBJieHo: 
Pravesh Rana 

1 
Date/ 
)];am: 16.05.2026 

Checked by / Checked by (AQA) / 
Tiposepeno: Tiposepeno (AOK): 
Pardeep Kumar Amit Kumar 

Date I Date/ 
,Uarn: 16.05.2026 ,Uarn: 16.05.2026 

Approved by: Quality Assurance/ Authorized person/ 
O,no6peno: O6ecneqen11e Ka1IecTsa/OTBeTCTBennoe n11u:o: 

Date/ 
,UaTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indio 

Tel: +9140 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, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.uyICT: l..l,eTpHH® m6rreTKH, ITOKPbITbie rrrreHO'lHOH o60JIO'lKOH, 10 Mr 

Market/ PM HOK : Russia/ Poccm1 

Batch No./ 
V2601016 

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

: 
Pa1Mep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001883430 

Date of Analysis / 
: 16.05.2026 

AHaJittTtt'leCKHH OT'leT N2 ,ll.aTa 3H3JIH33 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

,ll.aTa rrpOH3B0.UCTBa 
: 

ro,UeH .UO 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0.UCTBeHHaH : MNB/05/263 
HoMep PY 

: J1IT-N!!(005456)-(Pf-RU) 

nuueHJHH N2 
Analysis performed according to ND:/ AHanu1 npoBe.ueH rro H,ll.: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl rrepBH'IHOH yrraKOBKH YTBep~eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTopwrnoH yrraKOBKH yTBep'.lK.ueubl: 17.02.2025 
PL approved: / JIB yrnep'.lK.UeH: 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 IlpoBO.UHTCll rrpmBB0.UHTerreM rrp11 BhmycKe rrep110.u11tJecK11: .UJlll Ka~oj.:j 20-011 
cep1111 11Jll1 He MeHee 1 pa3a B ro.u. IloKa3aTeJib MO)KeT 6E,ITb He BKJI!O'leH B Cepn1qmKaT aHaJIH3a qmpMbl. 

Remarks : The Product confirms to ND/ 
n HMe'lauue: TI o.u KT COOTBeTCTB eT T e6oBaHHllM H.U 

Conclusion : APPROVED / 
3aicmo'leHue: O,ll.OliPEHO 

Prepared by / Checked by I 
Ilo.uroToBrreHo: IlpoBepeHo: 

Pravesh Ran, f Pa,d,op Kumru 

~ 
Date/ Date/ 
.[{am: 16.05.2026 )].am: 16.05.2026 

• Checked by (AQA) / 
IlpoaepeHo (AOK): 
Amit Kumar 

Date I 
)].am: 16.05.2026 

Approved by: Qua! ity Assurance/ Authorized person / 
O.uo6peHo: O6ecrretJeH11e Ka'leCTBa/OTaeTCTBeHHOe rr1111,o: 

Date/ 
)].am: 

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 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
ITpo.uyKT: U:eTpHH® Ta6neTKH, 0OKPblTble nJJeHO'tHOH o6oJJO'tKOH, 10 Mr 

Market/ PMHOK : Russia I PoccHll 

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 

Batch No./ 
V2601016 

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

CepnH N2 PaJMep cepuu 25,00,000 Ta6 
Analytical Report No./ 

: 890001883430 
Date of Analysis/ 

: 16.05.2026 
AnaJIHTH'leCKHH OT'leT N2 )],aTa aHaJIHJa 

Date of Manufacture/ 04/2026 
Date of Expiry/ 

03/2029 
.llaTa npOH3B0.UCTBa 

: 
ro.ueu .uo 

: 

Mfg. License No./ 
MA number:/ 

fl pOH3B0.UCTBeHHaH : MNB/05/263 
HoMep PY 

: J1TT-NQ(005456)-(P1-RU) 
nnueHJHH N2 

Analysis performed according to ND:/ AnanuJ npoBe.ueH no H,LI.: JIIT-N2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH YTBep~ettbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopuquou ynaKOBKH YTBepm.ueHbt: 17.02.2025 
PL approved: / JIB yrnepm.ueu: 15.05.2024 

API name/ HanMettoBanue A<l>C: Cetirizine dihydrochloride / U:ernp11311ua .u11m,11,poxnop11,11, 
INN /MHH: Cetirizine / U:ernpH3HH 
API manufacturer batch number / BT00-26011 
HoMep cepmI npouJBo,11,uTeJIH A<l>C: 
FP Manufacturer API Batch number / FETA00163 
HoMep cepuu cy6cTaHQHH DP0H3B0.UHTeJIH r Jl<I>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
ITpoHlBO.UHTeJib A<l>C, a/J,pec u CTpaua: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM l1u,11,acTp11ec TTpattBHT JI11M11Te,11,, 

YttacTKH N2 174-176, 11.)],.A., EonnapaM, CanrapeMH 
)],HCTpHKT - 502 325, Xa11,11,apa6a,11,, WTaT Tenaurana, l1H,11,Hll 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site I Control site/ Release site I Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. 
HauMeHoBattue, a.upec, JIHQeHJHH ,11,JIH Solan (HP) 173205, India (license No MNB/05/263). / 
ITpOH3B0.UCTBeHH3H DJIOUJ.a.uKa / ITnomamca KOHTpom, )],-p Pe.ll.ll11'c Jla6oparnp11c JIT,11,., 
Ka'leCTBa / Ilnom.amca BbmycKa TTpoH3BO,ll,CTBeHHoe no,11.pa3,11,enett11e-6, B11nn. Kxonb, Hanarapx 

Poy,11,, oa)],,ll,11, )],HCTpHKT CoJJaH, x.rr., 173205, 11nmrn 
(JI11uett3Hll NQ MNB/05/263). 

Declaration of certification: «I hereby certify that the above mformat1on 1s authentic and accurate. This batch of product has been 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
n HMe'lauue: IT 0,11. KT COOTBeTCTB eT T e6oBaHHllM H,[( 3aKJIIO'leuue: O)1.OliPEHO 
Prepared by/ Checked by / Checked by (AQA) / 
Tio,11,roTOBJJeuo: Tiposepeuo: TTpoBepeuo (AOK): 

Approved by: Quality Assurance/Authorized person/ 
O,11,06peuo: O6ecnetteu11e KaYecrna/OrneTCTBenuoe nwuo: 

Pravesh Rana 1 Pa,deep Kumac Amit Kumac 

~ .--./1,1,--

Date/ 
llarn: 16.05.2026 

Date/ 
llarn: 16.05.2026 

Date/ 
11am: 16.05.2026 

Date/ 
.[{am: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 

h 



•·· Dr.Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTM<I>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,llyKT: U:eTp1rn® Ta6JleTKH, noKpblTble TTJleHO'IHOH o60J101IKOH, 10 Mr 

Market / PhIHOK : Russia I Poccm1 

Batch No./ 
V2601016 

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

: 
Pa1Mep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001883430 

Date of Analysis / 
: 16.05.2026 

AHaJJHTH'·teCKHH OT'teT N2 )].aTa aHaJJtt3a 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

)].aTa npOH3B0,llCTBa 
: 

ro,lleH ,llO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHQeH3HH .N'! 
Analysis performed according to ND:/ AHaJJH3 npoBe,lleH no H)].: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH YTBep~eHhl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaKOBKH yTBepm,lleHbl: 17.02.2025 
PL approved: / JIB yrnepm,lleH: 15.05.2024 

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/02329-2025 dt. September 19, 2025) and requirements to the 
medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging 
and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is 

established». / 
3aKJJIO'leHue O COOTBeTCTBHH: «HacTOHI.I.(HM H TTO,[l,TBep)K.[(alO, 'ITO npttBe,[l,eHHaH Bb!We HH!pOpMaU,HH HBJrneTCH ,[l,OCTOBepHOH H 
TO'IHOH. 3m cepttH npOAYKUHH npOH3Be.[(eHa (BKJllO'laH ynaKOBKY (MapKttpOBKY) H KOHTpOJlb Katiecrna) Ha Bb!WeyKa3aHHOH 
npOH3B0.[(CTBeHHOH TTJlOI.I.(a,[l,Ke (nnow_a,[l,Kax) B TTOJIHOM COOTBeTCTBHH C Tpe6oBaHHHMH IlpaBHJl Ha,[l,Jie)Kall(eH npOH3B0,[l,CTBeHHOH 
npaKTHKH Espa3ttttcKoro 3KOHOMH'lecKoro coI03a (N2 GMP/EAEU/RU/02329-2025 OT 19 cettrn6pH 2025 r.) 11 Tpe6osaHHHMH 
KOHTpOJlH KaIJeCTBa JleKapCTBeHHblX cpe,[],CTB, a TaK)Ke B COOTBeTCTBHH co cneU,H!pHKaU,HHMH, CO,[],ep)Kaw_ttMHCH B perttcTpaU,HOHHOM 
,[l,OCbe CTpaHbl-HMnOpTepa. 3anHCH no npOH3B0.[(CTBY, ynaKOBKe H aHaJIH3Y nposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe 
Tpe6oBaHHHM IlpaBHJl Ha,[l,Jie)Kaw_eil rrpOH3B0,[l,CTBeHHOH rrpaKTHKH Espa3HHCKOrO 3KOHOMHIJeCKOro COI03a». 

Remarks : The Product confirms to ND/ 
fl HMe'l8HHe: I1 0,[l, KT COOTBeTCTB eT T 

Prepared by / 

IlO,!ISOTOBJleHo: 

Pravosh Rana f 
Date/ 
,[(am: 16.05.2026 

Checked by/ 

Tiposepetto: 
Pardeep Kumar 

_j 
'--

Date/ 

llam: 16.05.2026 

e6osaHHHM Hll 

Checked by (AQA) / 
Tiposepetto (AOK): 
Amit Kumar 

Date/ 

llam: 16.05.2026 

Conclusion : APPROVED I 
3aKJJIO'leHue: O)].OnPEHO 
Approved by: Quality Assurance/Authorized person/ 
OAo6petto: O6ecrreIJeHHe Katiecrna/OrneTCTBeHHoe nttu,o: 

Date/ 

,[(am: 

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 




