
•·· 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: +9198166 56001-02 
www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
IIpo.uyKT: UeTp1rn® Ta6neTKH, noKPbITbie nneHO'lHOH o6ono<JKOH, 10 Mr 

Market/ PbIHOK : Russia/ Pocc1rn 

Batch No./ 
V2600753 

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

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001876677 

Date of Analysis / 
: 16.04.2026 

AnaJIHTHI.Jecicuii OTI.JeT N2 ,ll.aTa anaJiuJa 
Date of Manufacture / 

03/2026 
Date of Expiry/ 

02/2029 
,ll.aTa npOH3B0,/lCTBa 

: 
ro.ueu .uo 

: 

Mfg. License No./ 
MA number:/ 

IJpOH3B0,/lCTBeHH3H : MNB/05/263 
HoMep PY 

: JU1-1'fo(005456)-(Pr-RU) 

JIHU.eHJHH N2 

Analysis performed according to ND:/ AnaJIHJ npoBe.ueu no H,ll.: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbl nepBHI.JHoii ynaicoBKH yrBep'lK,lleHbl: 12.11.2024 
Artworks of secondary package approved: / MaiceTbl BTOpH'IHOH ynaicomm yTBep,K.uenbl: 17.02.2025 
PL approved: / JIB yTBeP*.UeH: 15.05.2024 

N2 Test/ IIoicaJaTeJib Result/ PeJyJibTaTbl Specification/ HopMa 
1 Description/ Onucanue !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 JJ:B051KOBbITTYKJibie Ta6neTKH, I Kpyrnb1e ,/lB051KOBbITTYKJI b!e Ta6neTKH, 
noKpblTbie nneHO'lHOH o6ono4KOH noKpblTble nneHO'lHOH 06ono1.JK011 6enoro 
6enoro UBeTa, C pHCKOH Ha 0,/lHOH HJIH TTO'lTH 6enoro usem, c pHCKOH Ha OJJ:HOH 
CTOpOHe. Ha nonepe4HOM pa3pe3e - cTopoHe. Ha rrorrepe4HOM pa3pe3e 51,npo OT 
ii.npo 6enoro useTa. 6enoro .no rro'lTH 6enoro u:sem. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe1.Jan11e: TTpo,nyKT cooTBeTcTByeT Tpe6oBaHH51M Hll 3aicJ1101.Jenue: O,ll.OliPEHO 
Prepared by / 
TTo.nroTOBJieHo: 
Pravesh Rana 

f 
Date/ 
Llam: 16.04.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
TTposepeHo: TTposepeHo (AOK): OAo6peHo: O6ecrre<JeHHe Ka'leCTBa/OTseTCTBeHHOe JIHUO: 
Pardeep Kumar Ajay Kumar 

~1.-\ (ll \~WI Srivastava 

cl-- ~__l- ~'I i,G 
' - Jfl 

Date I Date I Date/ 
)],am: 16.04.2026 .[(am: 16.04.2026 .[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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 
Ilpo,ll.yKT: UeTp1,rn® rn6neTKH, rroKphIThie rrneHO'-IHOH o6ono'-IKOtt, 10 Mr 

Market/ PbIHOK : Russia I Poccm, 

Batch No./ 
V2600753 

Batch Quantity/ 25,00,000 tab/ 

CepMH .N'2 
: 

Pa3Mep cepHH 
: 

25,00,000 Ta6 

Analytical Report No./ Date of Analysis / 
16.04.2026 

AuaJIHTH'leCKHH oTqeT .N'2 
: 890001876677 

)),am aHaJIH3a 
: 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

llaTa DPOM3B0llCTBa 
: 

rol{eH ,ll.O 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3BOl{CTBeuuaH : MNB/05/263 
HoMep PY 

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

JIHU:eH3HH ,N'g 

Analysis performed according to ND:/ AuaJIH3 np0Be,1J.eu no H)I,: JIU-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbt nepBHquou ynaKOBKH YTBep~eub1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpHquou ynaKOBKH yTBepmlleHbI: 17.02.2025 
PL approved: / JIB VTBepm,1J.eu: 15.05.2024 

N2 Test I IloKa3aTeJib Result/ PeJyJibTaTbI Specification / HopMa 

2 Identification/ rihe retention time of the main peak in 
rfhe retention time of the main peak in the lbeuTmlmKaU:HH the chromatogram oftest solution 

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./ BpeMll yAep)KHBaHHll reference standard solution (section "Assay"). 
11 

OCHOBHOro []J1Ka Ha xpoMaTorpaMMe 
BpeMll yJJ.ep)KHBaHHll OCHOBHOfO mtKa Ha HCITbITyeMoro paCTBopa COOTBeTCTByeT 

BpeMeHH yJJ.ep)KHBaHHll OCHOBHOfO ITHKa lxpoMaTorpaMMe 11cnhnyeMoro pacrnopa 

Ha xpoMaTorpaMMe CTaHJJ,apTHOfO IL\OJIJKHO COOTBeTCTBOBaTb BpeMeHH 

pacrnopa u,eTHp113HHa fHJJ,pOXJIOpHJJ,a. IY JJ,ep)KHBaHHll ocHOBHoro n11Ka Ha 
xpoMaTorpaMMe cTaHJJ,apTHoro pacrnopa 
u,eT11p11311Har11JJ,poxnop11JJ,a(pa3JJ,eJI 
k<KOJIH'-IeCTBeHHOe orrpeJJ,eJleHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMeqauue: ITpOJJ.YKT COOTBeTCTByeT Tpe6oBaHH51M H,[( 3aKJIIOqeuue: O)..1,OEPEHO 

Prepared by I 
IToJJ.roTOBJieHo: 

Pravesh Rana d 
Date/ 
,Uarn: 16.04.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ITpoBepeHo: ITpoBepeHo (AOK): OJJ.o6peHo: O6ecne'-IeH11e Ka'-Iecrna/OrneTCTBeHHoe nwu,o: 

Pardeep Kumar Ajay Kumar ~~~ Srivastava 

~ ~>- ~ )· ~~~,,,~ 
Date I Date/ Date/ ---- v ~ 
)lam: 16.04.2026 ,Uarn: 16.04.2026 ,Uarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034 .. Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mai\@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 
CEPTH <l>HKA T AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
IIpo,11:yIIT: U:eTpHH® m6neTKH, nOKPbITbJe nneHOlJHOH o6oJIOlJKOH, 10 Mr 

Market/ PbIHOK : Russia/ Pocrn» 

Batch No./ 
V2600753 

Batch Quantity I 25,00,000 tab/ 

CepHH .N2 
: 

PaJMep cepnn 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001876677 

Date of Analysis / 
: 16.04.2026 

AuaJIHTH'leCKHH OT'leT .N2 .Ll,aTa auannJa 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

.L{aTa npOH3BOACTBa 
: 

roAeH AO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOACTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeH3HH .N2 
Analysis performed according to ND:/ AuaJIH3 npoBeAeH no H.Ll,: JIII-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yrnep:iKAeHbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbt BTOpH'IHOH ynaKOBKH yTBep,i.,11:eubl: 17.02.2025 
PL approved: / JIB yrnep,i.,11:eu: 15.05.2024 

N2 Test/ IloKaJaTeJib Result/ PeJyJibTaTbl Specification/ HopMa 

~ 

UV- spectrophotometry/ Complies I CooTBeTCTBYeT rrhe UV-spectrum of the test solution and the 
Yct>- cneKTpOq>OTOMeTpH» Cetirizine Hydrochloride reference standard 

isolution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm./ YCl>-cneKTpb1 nornomettH» 
HCITbITYeMoro pacTBopa H cmu,11:apTHOro 
pacTBopa u.eT11p113Irna r11.npoxnop11Aa B 
o6naCTl1 OT 200 AO 400 HM ,[\OJI)l(Hbl HMeTb 
MaKCHMYMbl rrornomeHH.R np11 OAHOH 11 TOH 
!,Ke AJIHHe BOJIHbl C AOITYCTHMbIM 
OTKJIOHeHHeM ± 2 HM. 

Dissolution/ PacTBopeune !Not less than 80% (Q) of the labeled amount 
of C21 H2sCIN2O3 • 2HCI ( cetirizine 

95 %; 98 %; 97 %; 97 %; 95 %; dihydrochloride) after 30 min./ He Mettee 
91 % 80 % (Q) OT H0MJ1HaJJbHOro co.nep)KaHH.R 

C21H2sCIN2Oy 2HCI (uernpH3HHa 
VJ,HrHAPOXJIOPHA) '-!epe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMe'lauue: Ilpo.nyKT cooTBeTcTByeT Tpe6oBaHH»M H.U 3aKJIIO'leuue: O.UOEPEHO 
Prepared by / 
Ilo.nroTOBJietto: 

Prnvesh Rana ! 
Date/ 
)].am: 16.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
IlpoBepetto: IlpoBepetto (AOK): OAo6petto: O6ecne'-!eHHe Ka'-!eCTBalOTBeTCTBeHHOe JIHLJ,0: 
Pardeep Kumar Ajay Kumar ~tlwJ~ Srivastava 

~ ~>- ~~-~~vl 
Date I Date/ Date I - v -

)].am: 16.04.2026 .[{am: 16.04.2026 .[{am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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,llylIT: I..1,eTpHH® m6neTKH, noKpbITbie nneHO'IHOH o60JIO'IKOH, 10 Mr 

Market/ PM HOK : Russia/ Poccm1 

Batch No./ 
V2600753 

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

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001876677 

Date of Analysis / 
: 16.04.2026 

AuaJIMTM'leCKMH OT'leT .N'2 )],aTa anaJittJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

)],aTa IlPOM3B0,llCTBa 
: 

ro,lleH ,llO 
: 

Mfg. License No./ 
MA number:/ 

IlpottJBO,llCTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pr-RU) 
JIM11,eHJMH .N'2 
Analysis performed according to ND:/ AnaJiuJ npoBe,llen no H)],: Jil1-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBtt'IHOH ynaKOBKM YTBep~enb1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOptt'IHOH ynaKOBKM YTBepm,11,eub1: 17.02.2025 
PL aooroved: / JIB yrnepm,llen: 15.05.2024 

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

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O,llHOpO,llHOCTb ,ll03MpOBaHHblX 4.0 ~han 15.0 I IloKaJaTeJib npHeMneMOCTH (AV) 
C,11,MHMU. /1,0JDKeH 6bITb He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'laHtte: Ilpo,11,yKT COOTBeTCTByeT Tpe6oBaHHllM H)l 3aKJIIO'lenue: O)1,OliPEHO 
Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Ilo,11,roTosneuo: Ilposepeuo: Ilposepeno (AOK): O,11,06peHo: O6ecneYeHHe KaYecTBa!OTBeTCTBeHHOe J!Hll,O: 

Prnvesh Rana 1 Pardeep Kumar Ajay Kumar 
~wJ_~~VV'\ Srivastava 

~ ~~ 0~~ 
\,..1-,, , 

Date/ Date/ Date/ Date/ \ - 'H:> 

Jl.am: 16.04.2026 )lam: 16.04.2026 )lam: 16.04.2026 nam: ~ 

'),A 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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 
CEPTM<l>MKAT AHAJIM3A 

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

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

Product: Cetrine® film coated tablets, 10 mg 
IlPO/l:YICT: ll,eTp1rn® Ta6neTKH, noKpblTbie nneH01IHOH o60J101IKOH, 10 Mr 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
V2600753 

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

: 
PaJMep cepwu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001876677 

Date of Analysis / 
: 16.04.2026 

AHaJIHTU'leCKUH OT'leT .N!! Ll,aTa aHaJiuJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

Ll,aTa DPOU3B0/l:CTBa 
: 

ro/l:eH /l:O 
: 

Mfg. License No./ 
MA number:/ 

IlpoU3B0/l:CTBeHHast : MNB/05/263 
HoMepPY 

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

JIUUeHJUSI .N'!! 
Analysis performed according to ND:/ AHaJIUJ npoBeAeH no HLI,: JIIl-.N!!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThl nepBH'IHOH ynaKOBKU YTBep~eHhl: 12.11.2024 
Artworks of secondary package approved: / MaKeThl BTopulfHOH ynaKOBKU yTBepmAeHhl: 17.02.2025 
PL aooroved: / JIB vrnepmAeH: 15.05.2024 

5 Impurities/ IlpHMecw 
Impurity A/ 
TTp11Mecb A 

Impurity B / 
ITp11Mecb B 

Impurity C / 
Ilp11Mecb C 

ImpurityD / 
ITp11Mecb D 

Impurity E / 
TTp11Mecb E 

Impurity F / 
ITp11Mecb F 

Below LOD (LOD =0.005 %) / Htt)l(e 
npe,!1,ena 06ttapy)l(eHm1 (ITO= 0,005 %) Not more than 0.2 % I He 6onee 0,2 % 

0.05 % 

Not Detected 

Below LOQ (LOQ = 0.003 %) I Htt)l(e 
npe.llena KoJ1111IecrneHHoro onpeneneHMR 

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

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

(IlKO = 0,003 %) INot more than 0.2 % / He 6onee 0,2 % 

0.03 % !Not more than 0.2 % / He 6onee 0,2 % 

Below LOD {LOD =0.015 %) / Htt)l(e INot more than 0.2 % / He 6onee 0,2 % 
npe,uena 06Hapy)l(eHm1 {ITO= 0,015 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'leHue: O.l].OliPEHO Ilp11Me'laHue: IlPOAYKT coorneTcrnyeT Tpe60BaH11.HM HA 

Prepared by/ Checked by/ Checked by (AQA) / 
ITo,!1,roTOBJleHo: IlpoBepetto: IlpoBepeHo (AOK): 

Pardeep Kumar Ajay Kumar 
Srivastava 

Pravesh Ran, i 
ci-.--

Date/ Date/ Date/ 
llarn: 16.04.2026 llarn: 16.04.2026 ,n:arn: 16.04.2026 

Approved by: Quality Assurance/ Authorized person/ 
OAo6petto: O6ecne1IeH11e Ka1Iecrna/OrneTcTBeHHOe JlHI.\O : 

¼~'(QVJ-vvi 

Date/ 
)],am: 

(11i~~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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: +9198166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.uyKT: UeTp11tt® m6neTKH, noKphTThie nneH04HOH o6ono4KOH, 10 Mr 

Market / P1,rnoic : Russia I Poccm, 

Batch No./ 
V2600753 

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

: 
Pa1Mep cepnn 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001876677 

Date of Analysis / 
: 16.04.2026 

AuaJIHTHtJecicnii OT'leT N2 .Ll,aTa auaJIH3a 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 

l(aTa npOH3B0.llCTBa 
: 

ro.uen .uo 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

: JIII-NQ(005456)-(Pr-RU) 

JIHUeH3HH .N'2 
Analysis performed according to ND:/ AuaJIH3 npose.uen no H.LI,: JITI-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbl nepBH'lHOH ynaKOBKH YTBepm.uen1,1: 12.11.2024 
Artworks of secondary package approved:/ MaiceTM BTopnqnoii ynaK0BKH yTsepm.ueu1,1; 17.02.2025 
PL aooroved: / JIB yrnepm.uen: 15.05.2024 

Any individual unidentified 
impurity/ J1106a51 e.u11Htt4Ha51 
J-IeH.11,eHTHqJHUHPOBaHHa51 npttMeCh 

Total impurities I 
CyMMa np11Mece11 

Remarks : The Product confirms to ND/ 

0.05 % 

0.1 % 

IIpnMetJaune: ITpo.11,yKT cooTBeTcTByeT Tpe6oBaHtt51M H.ll 
Prepared by/ Checked by I Checked by (AQA) / 
Ilo.uroTOBJJeHO: IlpoBepeuo: ITpoBepeuo (AOK): 

Pravesh Rana/ Pardeep Kumar Ajay Kumar 
Srivastava 

-J-- >-
Date/ Date I Date/ 
)lam: 16.04.2026 )lam: 16.04.2026 )lam: 16.04.2026 

INot more than 0.2 % I 
He 6onee 0,2 % 

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

Conclusion : APPROVED / 
3aKJIJOtJenne: O,l[O6PEHO 
Approved by: Quality Assurance/ Authorized person I 
O.11,06peuo: O6ecrre4eu11e Ka'!ecTBa/OTBeTCTBettuoe nwuo: 

~~!CO\M~ 

~~0, 
\: ,... /'I 

Date/ 
)lam: 

V 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

Product: Cetrine® film coated tablets, 10 mg 

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKAT AHAJil13A 

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 

Ilpo)lyICT: UeTp11H® Ta6JJeTK11, rr0Kpb1Tb1e rrneH04ttoi1. o6oJJO'IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm, 

Batch No./ 
V2600753 

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

CepttH .N'2 Pa1Mep ceptttt 25,00,000 Ta6 

Analytical Report No./ 
: 890001876677 

Date of Analysis/ 
: 16.04.2026 

AuaJJHTH'-leCKHH OT'{eT .N'2 )lam auaJ1u1a 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

lllaTa nponJBO)lCTBa 
: 

ro)leH )lO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

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

J1HUeH3HH .N'2 
Analysis performed according to ND:/ AuaJJH3 npoBe)leH no Hll: JIIl-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbt nepBnquofi ynaKOBKH YTBep~eub1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbt BTopuquofi ynaKOBKH yTBepm)leHbI: 17.02.2025 
PL aonroved: / JIB yrnep~eu: 15.05.2024 

.N'2 Test I IloKaJaTeJJb Result I PeayJJ bTaTbI Specification/ HopMa 

6 

7 

~ ater content/ 
2.7% 

Not more than 8.0% I 
Co.11ep,Ka1111e BO)lbI I-le 6onee 8,0 % 

-- - - - - -

Mic.robiological purity* / 
M 11Kpo6uoJ1oruqecKaH 
1HI CTOTa* 
a) Total aerobic microbial count/ Less than 10 CFU/g / Not more than 1000 CFU/g / 
06wee 1UICJJO a3po6ttb!X Mettee 10 KOE/r He 6onee 1000 KOE/r 
MMK p0opral•IJ,!3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g / 
mou ld count/ O6~ee '-IHCJJO Mettee 10 KOE/r He 6onee 100 KOE/r 
l/l pm101ceob1x 11 rmectteBbIX rpw6os 

k:) E. coli Absent in 1 g_ / OTcyrcrsyeT s 1 r lshall be absent in l g / 0TcyrcTBHe B 1 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Ilpo)lyKT cooTBeTcTByeT Tpe6osattHHM H)]; 3aKmoqeuue: O)];OliPEHO 

Prepared by / 
Ilo)lrOTOBJJetto: 

Prnvesh Ran, { 

Date/ 
)laTa: 16.04.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Ilposepetto: Ilposepetto (AOK): O)lo6petto: O6ecrre'!ett11e KaqecTBa/OTBeTCTBeHttoe nwu,o: 
Pardeep Kumar Ajay Kumar 

~µ) \CJXM VV\ Srivastava 

~ ~ 0i~~-
Date/ Date/ Date/ \ - 'v"> V) 
Ll,aTa: 16.04.2026 )laTa: 16.04.2026 )lam: .,,;:' 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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 ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, \NOIA 

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

CERTIFICATE OF ANALYSIS 
CEPTM«l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoAyKT: UeTptttt® rn6neTKH, noKphIThie nneHO'lHOH o6ono'lKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccttii 

Batch No./ 
V2600753 

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

: 
Pa3Mep cepnn 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001876677 

Date of Analysis / 
: 16.04.2026 

AuaJIHTH'leCKHH OT'leT N! .L(aTa auaJIH3a 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

)laTa npOH3B0,!l;CTBa 
: 

ro,!l;eH AO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,!l;CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N!!(005456)-(Pf-RU) 
Jin1.1,euJuH N2 

Analysis performed according to ND:/ AuaJIH3 npoBe,!l;eH no H.L(: JIII-N!(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepBH'lHOH ynaKOBKH YTBep,KJJ,eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOii ynaKOBKH yTsep"'AeHbt: 17.02.2025 
PL approved:/ JIB yTBep,K,!J;eu: 15.05.2024 

N2 Test/ IloKaJaTeJib Result/ PeJyJibTaTbI Specification/ HopMa 

8 

9 

Assay/ KoJinqecTseuuoe From 9.0 mg to 11.0 mg of 
onpeAeJieune C11H1sClN103· 2HC1 (Cetirizine 

10.05 mg /10,05 Mr Dihydrochloride) in tablet (90.0 % to 110.0 % 

100.5 % 
of label claim)./ OT 9,0 Mr ,uo 11,0 Mr 
C21H2sClN2O3· 2HC1 (u,emp1rn1tta 
i.uttrtt,upoxnopn.n) B rn6neTKe ( OT 90,0 % .no 
110,0 % OT HOMHHaJlbHOro co,uep)KaHml). 

Subdivision of tablets / Complies / CooTBeTcTByeT rThe tablets comply with the test, if not more 
.L(eJieune Ta6JieTOK than 1 individual mass is outside the limits of 

85 % to 115 % of the average mass. The 
ltablets fail to comply with the test, if more 
lthan 1 individual mass is outside these limits 
or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 
rTa6J1eTKH COOTBeTCTB)'IOT Tpe6oBamrnM, eCJl !'.1 
He 6onee 1 e,nHHHtJHal! Macca OTKJIOHlleTCll 3a 
npe)].eJibl 85%-115% OT cpe)].Hett MaCCbl. 
Ta6neTKH He COOTBeTCTBYIOT Tpe6oBaHHllM, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laune: IlpoeyKT cooTBeTcTByeT Tpe6oBaHHllM Hil 3aKJIIO'leune: OllOliPEHO 
Prepared by / 
Ilo,nroTOBJietto: 

Pravesh Ra,1 

Date/ 
L{arn: 16.04.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
IlpoBepetto: IlpoBepetto (AOK): OAo6petto: O6ecne'leHHe Ka'lecTBalOTBeTCTBeHHoe mu.1,0: 

Pardeep Kumar Ajay Kumar 
~t~vvi Srivastava 

~ -?n \ 
~,o~ ~ 

I • I 
Date I Date/ Date/ \ vl)V"' 

L{arn: 16.04.2026 Ilarn: 16.04.2026 L{arn: 
✓ 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <I>MKAT AHAJIM3A 

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 

Product: Cetrine® film coated tablets, 10 mg 

Ilpoti:vicr: UeTp11tt® rn611eTK11, rrOKPblTbJe rr11etto'-ltto/:i 060110'-IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600753 

Batch Quantity/ 25,00,000 tab/ 

CepHH .N'2 
: 

PaJMep cepuu 
: 

25,00,000 rn6 

Analytical Report No. I 
: 890001876677 

Date of Analysis / 
: 16.04.2026 

AnaJJHTH'fecicuit OT'-teT .N'2 )].aTa anaJJHJa 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

L{aTa npoHJBOACTBa 
: 

roti:eH AO 
: 

Mfg. License No./ 
MA number:/ 

IIpoHJBOACTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeHJHH .N'2 
Analysis performed according to ND:/ AuaJJHJ npoBeti:en no HL{: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaiceTbt nepBH'IHOH ynaKOBKH YTBep,K,!leHbl: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbl BTOpH'fHOH ynaKOBKH yTBepmti:eHbt: 17.02.2025 
PL aooroved: / JIB yrnep:IKti:en: 15.05.2024 

.N'2 Test/ IIotcaJaTeJJb Result/ PeJyJJhTaThl Specification/ HopMa 

ec1111 6011ee '-leM 1 HH,!l,HBJ1,uya11bHall Macca 
OTKJIOHlleTCll OT 3THX rrpe,ueJIOB HJIH, eCJIH 1 

(-IH,!l,HBH,!1,YaJibHall Macca OTKJIOHlleTCll 3a 
npe,ueJibl 75%-125% OT cpe)],He/:i MaCCbl. 

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./ Do 10 rn611eTOK B a carton. / Do 10 rn611eTOK B 

CTBX/ITB,[(X/ /a1110MHHHeBoM 61111cTepe. rIBX/I1B,[(X//a1110MHH11esoM 61111cTepe. Do 2 

[lo 3 6JIHCTepa BMeCTe c JIHCTKOM- 111111 3 61111cTepa BMeCTe C JIHCTKOM-

BKJia,UbIWeM yrraKOBaHbl B na'-IKY BKJia,Ub!WeM yrraKOBaHbl B rra'-IKY KapTOHHYIO, 

KapTOHHVIO. 

11 Labeling/ MaptcttpOBKa Complies I CoorneTcrnyeT See Module 1, section 1.3.2 of registration 
dossier./ B coorneTCTBHH c pa3,ue110M 1.3.2 
MO.UYJill 1 perHCTPaJ . .(HOHHOro )],0Cbe. 

12 Storage conditions / Y CJJOBHH !At temperature not higher than 25 °C / Dp11 TeMrrepaType He Bbtrne 25 °C. 

xpanenHH 
13 Shelf-life (storage period) / CpoK 3 years. / 3 ro,!l,a. 

ro,!1,HOCTH__(g>OK xpaneHHH) - -
Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpttMelfanue: Ilpo,!1,yKT coorneTcrnyeT Tpe6osaHHllM HA 3aKJJIO'lenue: O)1.OBPEHO 

Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
Do,!1,rOTOBJieHo: 

Pravosh Ranai 

Date/ 

Llarn: 16.04.2026 

DposepeHo: DposepeHo (AOK): O,uo6petto: O6ecrre'-leH11e Ka'-lecTsa/OrneTCTBeHHoe 1111uo : 

Pardeep Kumar Ajay Kumar 
/~ rCOAAJV\r Srivastava 

~ 
--~ ~~~L ~ 

Date/ Date/ Date/ l 
"' 

V" 

Llarn: 16.04.2026 ,llarn: 16.04.2026 ,llarn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.r.om 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <l>HKAT AHAJIH3A 

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

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

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.uyK"r: Ue-rp1rn® Ta6JJeTKH, noKpblTbie nneHOLIHOH 060JJOLIKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccwll 

Batch No./ 
V2600753 

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

: 
PaJMep ceouu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001876677 

Date of Analysis / 
: 16.04.2026 

AHaJluTuqecicuii oTqeT .N'2 )laTa auaJ1HJa 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 

)laTa 0POHJBO.llCTBa 
: 

ro.ueu .uo 
: 

Mfg. License No./ 
MA number:/ 

IlpOHJBO.llCTBeHHaSI : MNB/05/263 
HoMep PY 

: J1TI-N~(005456)-(Pf-RU) 

JlHUeHJHH .N'! 

Analysis performed according to ND:/ AuaJ1HJ npose.ueu no H)I,: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbl nepsnquoii ynaicos,m YTBep:iK.UeHbI: 12.11.2024 
Artworks of secondary package approved: / MaiceTbI BTopnquoii ynaicos,m yTsep:iK.UeHbI: 17.02.2025 
PL annroved: / JIB YTBeom.ueu: 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. / TipoBO.!J.HTCll npo113eo.u.11TeJ1eM nptt BbmycKe nep110.u.11Liecn1: .!J.Jlll Ka)K.u.oi1 20-011 
ceptt11 11Jll1 He Mettee 1 pa3a B ro.u.. TioKa3aTeJJb M0)KeT 6bITb He BKJIIOL!eH B CepT11cp11KaT aHaJJl13a cpwpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: TipO.!J.YKT COOTBeTCTByeT Tpe6oBaHl1l!M H)], 3aicJ11oqeuue: O.UOEPEHO 
Prepared by / 
Tio.u.roTOBJJeHO: 

Pravosh Ran, { 

Date I 
)],aTa: 16.04.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
Ilpoeepeuo: Tipoeepeuo (AOK): O.u.o6peHo: O6ecne<teH11e KaL!eCTBalOTBeTCTBCHHOe JIHU0: 
Pardeep Kumar Ajay Kumar ~JLWL~~ Srivastava 

J_ ~ ~~ \ ~'\0-
. 

Date/ Date/ Date/ ' ,y-
)],aTa: 16.04.2026 )],aTa: 16.04.2026 )lam: / 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, H·yderabad - 500034 .. Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: rnail@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 <I> IIKA T AHAJIII3A 

Product: Cet1ine® film coated tablets, 10 mg 
llpo.ayKT: UeTp1rn® n6J1eTKH, n0Kp1,1T1,1e nJ1eHO'IHOH 060J10'IKOtt, 10 Mr 

Market/ P1,rnoK : Russia/ Pocc1-rn 

Batch No./ 
V2600753 

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

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001876677 

Date of Analysis / 
: 16.04.2026 

AHaJIHTH'leCKHH 0T'leT .N"2 )laTa auaJIHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

llaTa npouJBO/ICTBa 
: 

ro/lCH /10 
: 

Mfg. License No./ 
MA number: / 

IlpOHJBOACTBeHHaH : MNB/05/263 
HoMep PY 

: J1TT-N2(005456)-(Pf-RU) 
JIHUeHJHH .N"2 
Analysis performed according to ND:/ AuaJIHJ npoBe.aeu no Hll: JII1-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yTsep,K,lleu1,I: 12.11.2024 
Artworks of secondary package approved: / MaKeThl BTOpH'IHOu ynaKOBKH yTsep1K;:i:eu1,1: 17.02.2025 
PL approved: / JIB YTBepJK.aeu: 15.05.2024 

API name/ HanMeuosauue A<l>C: Cetirizine dihvdrochloride / UeTHPl13HHa AHrH/lPOXJIOPH/l 
INN/ MHH: Cetirizine / Uerno11J11H 
API manufacturer batch number / BT00-25090 
HoMep cepuu npoHJB0.lJ.HTCJIH A<l>C: 
FP Manufacturer API Batch number/ 

FETA00033 
HoMep cepuu cy6cTaHUHH IlPOH3B0,llHTeJIH rJI<I>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
llponJBO.llHTeJib A<l>C, a.apec u cTpaua: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
fJIOXeM I1H,uacTpHec TTpaHBHT JlHMHTe)l, 

Y'laCTKH N2 174-176, I1.,U.A., EoJ1J1apaM, CattrapeMH 
.llHCTPHKT - 502 325, Xatt)laoa6a.n,, WTaT TeJlaHraHa, I1H,11.m1 

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. 
HanMeHOBaHne, ati.pec, JIHUeHJHH AJIH Solan (HP) 173205, India (license No MNB/05/263). / 
llpOH3B0llCTBeHH3H DJI0lU3.£lK3 / llJioma.aKa K0HTpOJJH ,U-p PeM11·c J1a6oparnp11c J1T)l., 
Ka'!eCTBa / llJIOlUa,llKa BblDYCKa TTpomso,11.crneHHoe no)lpaJ)leJ1ett11e-6, B11J1J1. KxoJ11,, HaJ1arapx 

Poy/l, EaMH, ,[{HcTpHKT CoJlaH, X.TT., 173205, I1H)lHSI 
(JlHueHJHSI N2 MNB/05/263). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llp11Me<Jau11e: npo,11.yKT coorneTCTBye·r Tpe6oaa1-111siM H.ll 3aKJIIO'leHne: 0)lO6PEH0 
Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
TTo)lroTosnetto: 

Prnvosh Ram i 
Date/ 
)]_am: 16.04.2026 

TTpoaepetto: TTpoaepetto (AOK): O,uo6petto: O6ecne'lett11e Ka'!ecrna/OrneTcrneHHoe J1ttuo: 
Pardeep Kumar Ajay Kumar 

~l~"'-1 Srivastava 

=1-c- ~~ ~~~\L 
Date I Date/ Date/ l \ V 

,llarn: 16.04.2026 ,[{am: 16.04.2026 ,Uarn: < 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.r.om 



•·· 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 ANAL Y IS 
CEPTH<I>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 

Ilpo11ytrr: L{eTpHH® Ta6JJeTKH, n0KPblTbJe nJJeH04HOH o60J104KOH 10 Mf 

Market/ PbIHOK : Russia/ Pocc1-ui 

Batch No./ 
V2600753 

Batch Quantity/ 25,00,000 tab / 

ICeomr N2 
: 

PaJMep cep1111 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001876677 

Date of Analysis / 
: 16.04.2026 

AHaJIHTU"leCKUH OT"leT .N'! )laTa aHaJiuJa 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 

I 11arn 0J)011380,llCTBa 
: 

ro11eH 110 
: 

Mfg. License No./ 
MA number:/ 

IlpOU3B01lCTBeHH3H : MNB/05/263 
HoMep PY 

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

J111ueIOHH N2 

Analysis performed according to ND:/ AHaJIUl npose.l{eH no H)l: JIIl-N~(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH"IHOH ynaKOBKH yrnepm,lleHbt: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTopH"IHOH ynaKOBKH yTsepmlleHbr: 17.02.2025 
PL approved:/ JIB yTBepiK'JJ,e11: 15.05.2024 

Declaration of certification: «1 hereby certify that the above information is authentic and accurate. This batch of product has been 

manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP 
requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/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». I 
3aKJIIO"lenue O COOTBeTCTBHU: «HacTOlllUHM ll no,nTBep)l(,a_a!O, 4TO np11Be,neHHal! BbIWe HHcjJOpMaUHll l!BJJl!eTCll AOCTOBepHOH 11 

T04HOH. 3Ta cep11l! npo,uyKU1111 npomBe,neHa (BKJJI04al! ynaKOBKY (MapKHpOBKY) H KOHTPOJJb Ka4eCTBa) Ha BbIUieyKa3aHHOH 

np0113B0,!lCTBeHHOH IlJI0I.Ua,UKe (nJIOI.Ua.uKax) B nonH0M COOTBeTCTBl1H C Tpe6oBaHl1l!Ml1 TTpaBHJJ Ha,UJie)l(aI.UeH npOH3B0,!lCTBeHHOH 
npaKTHKH EBpa311HCKoro 3KOHOMH4ecKoro c0103a (N~ GMP/EAEU/RU/02329-2025 OT 19 cettrn6pl! 2025 r.) 11 Tpe6oBaHHl!MH 

KOHTpOJill Ka4eCTBa JieKapCTBeHHbIX cpe,ucTB, a TaK)l(e B C0OTBeTCTBl111 co c11eu11cjJ11KaUHllMl1, co.uep)l(al.UHMHCR B per11cTpau110HH0M 

,!lOCbe CTpaHbl-11MI10pTepa. 3an11cH no npo113B0,!lCTBY, ynaK0BKe 11 aHaJil13Y npoBepeHbl, 11 ycTaHOBJieHO HX COOTBeTCTBl1e 
Tpe6oBaHl1l!M TTpaBHJJ Ha,UJJe)l(aI.UeH np0113BO,lJ.CTBeHHOH npaKTHKH EBpa311HCKOfO 3KOHOMl1'ieCKOfO COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMe<Jauue: TTPOAYICT cooTBe-TCTBYeT Tpe6oeaHHllM HJ], 3aKJIIO"lenne: O)lOliPEHO 
Prepared by / 
TTo,uroToBnetto: 

Pravesh Rana 

{ 
I-

Date/ 

na-ra: 16.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality As urance/Aulhorized person/ 

TTposepetto: TTpoBepetto {AOK): O.uo6petto: O6ecne4ett11e Ka4ecTBa/Orne-rcTBeHHOe JJHU0: 

Pardeep Kumar Ajay Kumar ~~caw~ 
Srivastava 

~ ~__)--
~}w 

Date/ Date/ Date/ \ 1,,-'V 

}],am: 16.04.2026 )lam: 16.04.2026 /J.aTa: 
r 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 


