
•·· Dr. Raddy's 'llllli;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
n POllY IO': l.l,eTPH H@ TI16J1eT1<11, IIOKpb!TbJe rn1eHO'-IHOH 060J10'-IKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2600840 

Batch Quantity/ 
Cepust X2 

: 
PaJMep cepuu 

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 

25,00,000 tab I 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001879195 

Date of Analysis / 
: 25.04.2026 

AttaJIHTH'fecicuu OT'feT X2 ,l(aTa aHaJiuJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

,l(aTa npOHJBO,O:CTBa 
: 

ro,a:eH JJ:O 
: 

Mfg. License No./ 
MA number:/ 

IlpOHJBOJJ:CTBeHHaSI : MNB/05/263 
HoMep PY 

: JH1-N2(005456)-(Pf-RU) 

JIHUeHJHH X2 

Analysis performed according to ND:/ AuaJIHJ npoBe,a:eu no H,l].: JIIl-M(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MatceTbI nepBH'fHOH ynaKOBKH yTBep,KJJ.ettbI: 12.11.2024 
Artworks of secondary package approved:/ MatceTbt BTOpH'IHOH ynaicoaicu yTaepiK,a:ettbt: 17.02.2025 
PL approved: / JIB yTBepiK,a:eu: 15.05.2024 

X2 Test/ IlotcaJaTeJib Result/ PeJyJibTaTbI 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. 
Kpyrnb1e ABOllKOBbinYKJlbie Ta6neTK11, I Kpyrnh1e ABOllKOBbIIIYKJlhie Ta6neTKl1, 
IIOKpblTble nneHO'-IHOH o6ono'-IKOH noKpb!Tbie nneHO'-IHOH o6ono'-IKOH 6e11oro 
6e11oro 11seTa, C p11CKOH Ha OAHOH 111111 UO'-ITl1 6enoro UBeTa, C p11CKOH Ha 0,[!_HOH 
CTOpOHe. Ha nonepe'-IHOM pa3pe3e - cTopoHe. Ha rrorrepe'-IHOM pa3pe3e llLI_pO OT 
SIAP0 6enoro usern. 6enoro AO 110'-ITH 6enoro usern. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIJO'feuue: 0,l(OliPEHO IlpuMe'fattue: IT 

Prepared by / 
TIOLI_roTOBJleHo: 
Anchal 

Date/ 
,lJ.arn: 24.04.2026 

OA KT cooTBeTcTByeT Tpe6oaaH11S1M H,U 
Checked by/ Checked by (AQA) / 
ITposepeHo: ITpoaepeHo (AOK): 

Prnvesh Ra{ Amit ; ~ 

Date I Date/ 
,lJ.arn: 24.04.2026 ,lJ.arn: 24.04.2026 

Approved by: Quality Assurance/Authorized person/ 
OAo6peHo: O6ecrreLfeHHe Ka'-leCTsa/Orne-rcTBeHHoe n11uo: 

~~~ 

Date/ 
,l],arn: 

Registe red Offi ce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel : +Sl 40 4900 2900, Fax: +91 40 4900 2999, Email: ma:l@drrec1dys.com 
CIN: L85195AP1984PLC004507 

www.drr·eddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

I/ill. Kho\, Nalagarh Road, Baddi, 

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

Tel : t91 98166 56001-02 
www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,llyKT: U.eTp1rn® Ta6JJeTKH, noKphlThie nneH04HOW o6ono4KOH, 10 Mr 

Market/ PLIHOK : Russia/ Poccm1 

Batch No./ 
V2600840 

Batch Quantity / 25,00,000 tab/ 

CepuH .N"2 
: 

PaJMep cepuu 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001879195 

Date of Analysis / 
: 25.04.2026 

AHaJIHTH'leCKHH OT4eT .N"2 JJ,aTa 8H8JIH3a 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

,ll.aTa DPOHJBO,/lCTBa 
: 

ro,lleH ,/lO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeHJHH .N°2 
Analysis performed according to ND:/ AnaJiuJ npoBe,lleH no H,ll.: JIIl-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'lHOH ynaKOBKH YTBep'JKJJ:eHLI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopuqnou ynaKOBKH yrnepJK,lleHbI: 17.02.2025 
PL approved: / JIB yrnepJK,lleu: 15.05.2024 

.N"2 Test/ IloKaJaTeJib Result/ PeJyJILTaTbI Specification/ HopMa 

2 Identification / The retention time of the main peak in 
lrhe retention time of the main peak in the ],f.lleHTH4'HKaUHH the chromatogram oftest solution 
chromatogram oftest solution should comply complies with the retention time of the 

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

Cetirizine Hydrochloride reference chromatogram of Cetirizine Hydrochloride 

standard solution. I BpeMH y,LJ,ep)KHBaHHH eference standard solution (section "Assay"). 
I, 

K)CHOBHOrO mIKa Ha xpoMaTorpaMMe 
BpeMH y,LJ,ep)K!,[Bamrn OCHOBHOro mIKa Ha 11CITblTyeMoro paCTBOpa COOTBeTCTByeT 

BpeMeHH y,LJ,ep)KHBaHHSI OCHOBHOro ITHKa lxpoMaTorpaMMe wcnbnyeMoro pacrnopa 

Ha xpoMaTorpaMMe cTaH,LJ,apTHoro iuOfl)KHO COOTBeTCTBOBaTb BpeMeHH 

pacrnopa ueTttpHJHHa rn,L1,poxnopw,L1,a. IY.L\ep)KHBaHHll ocHOBHoro nwKa Ha 
lxpoMaTorpaMMe cTaH,LJ,apTHOro pacrnopa 
ueTHpH3HHa rn,L1,pOXJ10pH,L1,a (pa3,LJ,eJl 
k<Kom14ecrneHHoe onpe,LJ,eJJeHwe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJJIO'lenue: O.llO6PEHO n IIMeqanue: TI 

Prepared by / 
flo,LJ,roTOBJleHo: 
Ancha\ 

Date/ 
.[lam: 24.04.2026 

O.L\YKT COOTBeTCTB eT T 

Checked by/ 
TiposepeHo: 

PrnveshRar 

Date I 
.Uam: 24.04.2026 

e6oBaHHSIM HL{ 

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

Date I 
.[lam: 24.04.2026 

Approved by: Quality Assurance/Authorized person/ 
O,LJ,o6peHo: O6ecneqeH11e Ka4ecrna/OrneTCTBeHHoe JJHU0: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@dn·edc!ys.com 

CIN: l85195AP1 984PLC004507 
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, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpot1,ytcr: Ll,eTp1rn® Ta6neTKl1, noKpb!Tb!e nrreHO'-IHOH o6oJIO'-IKOH, 10 Mr 

Market/ PLIHOK : Russia/ PoccH.si 

Batch No./ 
V2600840 

Batch Quantity/ 25,00,000 tab/ 

CepnH .N'2 
: 

Pa1Mep cep11u 
: 

25,00,000 Ta6 

Analytical Report No./ : 890001879195 
Date of Analysis / 

: 25.04.2026 
AuaJIHTH'lecKuii OT'leT .N'2 A:na auanu1a 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

.LJ:aTa npoHJBOtJ,CTBa 
: 

rotJ,eH tJ,O 
: 

Mfg. License No./ 
MA number:/ 

IlpOHlBO!lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHU,eHJHH .N'2 
Analysis performed according to ND:/ Auanu1 nposet1,eu no H.LJ:: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH YTBeplKJJ,eHLI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTLI BTOpH'IHOH ynaKOBKH yrsep'1<:t1,euLI: 17.02.2025 
PL approved: / JIB VTBeP'1<:tJ.eH: 15.05.2024 

.N'2 Test/ IloKa1aTeJib Result/ Pe1yJILTaTbl Specification/ HopMa 

3 

UV- spectrophotometry / Complies I CoorneTcTBYeT The UV-spectrum of the test solution and the 
Y<I>- cneKTpocpOTOMeTpHll 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./ Y<I>-cneKTpbI norrromeHHll 
HCnhnyeMoro pacTBopa H CTaHJJ.apTHoro 
pacTBopa u.en1pM3HHa rHJJ.poxrrop11JJ.a s 
o6rraCTH OT 200 ,!],0 400 HM ,!J,0JI)!(Hbl HMeTb 
MaKCHMYMbl norrromeHHll np11 OJ].HOH 11 TOH 
)Ke ,!J,JIHHe B0J!Hbl C ,!J,onycTHMbIM 
QTKJ!0HeHHeM ± 2 HM. 

Dissolution/ PaCTsopeuue Not less than 80% (Q) of the labeled amount 
of C21H2sClN2OJ' 2HC1 ( cetirizine 

98 %; 95 %; 96 %; 97 %; 97 %; dihydrochloride) after 30 min./ He MeHee 
96% 80 % (Q) OT H0MHHaJ!bH0ro cot1,ep)!(aHl1ll 

C21H2sClN2O3· 2HC1 (uemp11311Ha 
tJ.HrHtJ.poxnopHtJ.) '-1epe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJIIO<teuue: O.Ll:OliPEHO Il HMe<taHue: f1 

Prepared by/­
TiotJ.roTosneuo: 
Anchal 

Date/ 
,[I.am: 24.04.2026 

0,1], KT C00TBeTCTB eT T e6osaHl1llM H)l 
Checked by I Checked by (AQA) I 
Tiposepeuo: TiposepeHo (AOK): 

Prav~h R'I Amit; : 

Date I Date/ 
,[I.am: 24.04.2026 }lam: 24.04.2026 

Approved by: Quality Assurance/ Authorized person/ 
OtJ.o6peuo: O6ecne'-leH11e Ka'-lecTsa/OTBeTcTBeHuoe nm-10: 

Registered Office : 8-2-337, Road No. 3, Elanjara Hilis, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fa~: +9140 4900 2999, Em ai l: mail@drredc!ys.com 

CIN: L85195AP1984Pl.C004507 
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 
IlpO/lYIIT: lJ,eTp1rn® m6neTKl1, noKpbITbie nneHO'IHOH o60JJO'-IKOH, 10 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
V2600840 

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

: 
Pa1Mep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001879195 

Date of Analysis/ : 25.04.2026 
AuaJIHTM'·IeCKHH OT'-IeT .N"! )],aTa auaJIH3a 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 : : 

)].aTa npOH3B0/lCTBa ro,qeu /lO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0/lCTBeHHaH : MNB/05/263 
HoMep PY 

: JH1-N2(005456)-(Pf-RU) 

JIHUeH3HH .N"! 
Analysis performed according to ND:/ AuaJIH3 npoBe,qeu no H)],: JIII-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOii ynaKOBKH YTBep,KJJ:euhI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTopnquoii ynaKOBKH yTBepm/leHhI: 17.02;2025 
PL approved: / JIB vrnep,KJJ:eH: 15.05.2024 

.N"! Test/ IloKa3aTeJib Result/ Pe3yJihTaTbI Specification/ HopMa 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O/lHOpO/lHOCTb /l03HpOBaHHblX 4.6 ~han 15.0 I IloKa3aTeJJb np11eMneMOCTH (AV) 
e/lHHHU 1/J,OJJ)KeH 6bITb He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'!aune: IlponyKT cooTBeTcrnyeT Tpe6oBaHH51M H.U 3aKJIIO'leune: OJ1,O6PEHO 
Prepared by / 
IlonroToBneuo: 
Anchal 

~ 
Date I 
)].am: 24.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
IlpoBepeuo: IlpoBepeuo (AOK): Ono6peuo: O6ecne4em,1e Ka'-Iecrna/OrneTCTBeuuoe nm~o: 

Prnvesh Rana 1 Amit Kumar 

~/ 
I\ 

~ 
Date I Date I Date/ ~ ~ ~ \A~ )].am: 24.04.2026 )].am: 24.04.2026 )].am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy'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 
IlpOJlYKT: U:eTPHH® Ta6JJeTKH, ITOKPblTbie nJJeH04HOH o60JJ04KOH, 10 Mr 

Market / PhIHOK : Russia/ Poccm1 

Batch No./ 
V2600840 

Batch Quantity / 25,00,000 tab / 
: 

PaJMep cepnn 
: 

25,00,000 m6 CepnH .N'2 

Analytical Report No./ 
: 890001879195 

Date of Analysis / 
: 25.04.2026 

AHaJJHTH'leCKHH OT'leT .N'2 .il:aTa 3H3JJH33 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

lnaTa UPOH3B0)lCTBa 
: 

ro)leH )lO 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pr-RU) 
JJHD_eH3HH .N'2 
Analysis performed according to ND:/ AuaJJH3 npose)len no u,z:i:: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThI nepBH'IHOH ynaKOBKH yrnep~euhr: 12.11.2024 
Artworks of secondary package approved:/ MaKeThI BTopnquoii ynaKOBKH yTsep1K)lenhI: 17.02.2025 
PL approved: / JIB yrnepJKi..eu: 15.05.2024 

5 Impurities / IIpnMecn 
Impurity A/ 
ITp11Mecb A 

ImpurityB / 
ITp11Mech B 

Impurity C / 
ITp11Mecb C 

Impurity D / 
ITp11Mecb D 

Impurity E / 
ITp11Mecb E 

Remarks : The Product confirms to ND/ 

Below LOD (LOD =0.005 %) / HmKe 
rrpe)lena o6Hapy)[{eHHll (ITO= 0,005 %) !Not more than 0.2 % / He 6oJJee 0,2 % 

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

Below LOD (LOD =0.006 %) / HH)[{e [Not more than 0.2 % / He 6onee 0,2 % 
npe,nena o6Hapy)[{eHHll (TIO= 0,006 %) 

Below LOQ (LOQ = 0.003 %) / H11)[{e Not more than 0.2 % / He 6oJJee 0,2 % 
npe,nena KOJIH4eCTBeHHoro onpe,neneHMll 

(ITKO = 0,003 %) 

Below LOQ (LOQ = 0.023 %) / H11)[{e Not more than 0.2 % / He 6onee 0,2 % 
npe.D.eJ1a KOJIH4eCTBeHHoro onpeAenemrn 

(ITKO = 0,023 %) 

IlpnMe'laHHe: ITpo,nyKT COOTBeTCTByeT Tpe6oBaHHl!M H)]. 
Conclusion : APPROVED / 
3aKJJIO'leune: O.il:OEPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
O,no6peHo: O6ecrre4eHHe Ka4ecTBa/OTBeTCTBeHHoe nmi:o: ITo,nroTOBJJeHo: ITposepeHo: ITpoBepeHo (AOK): 

Anchal~ PrnveshRanj Amit7 m~ 

Date/ 
)lam: 24.04.2026 

Date/ 
nam: 24.04.2026 

Date I 
)].am: 24.04.2026 

Date/ ~ ~ L1 .... \ All /J 
,[(am: v--r- - -1 Y" L--1:) 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fdx: +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 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
IIPOAVKT: UeTp1-rn® m6JJeTKH, rroKPhITbie nneH04HOH o6oJJo4KOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600840 

Batch Quantity / 25,00,000 tab / 
: 

PaJMep cepuu 
: 

25,00,000 m6 CepuH .N'2 

Analytical Report No./ 
: 890001879195 

Date of Analysis / 
: 25.04.2026 

AHaJIHTH'leCKHH 0T'leT .N'2 )lam aHaJIHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 : : 

)laTa np0H3B0,!J;CTBa ro)).eH )).0 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)).CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 
J1HQeH3HH ,N'g 

Analysis performed according to ND:/ AHaJIH3 npoBe)).eH no H)l: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHoii ynaK0BKH yrnep,imeHbt: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOii ynaK0BKH yrnep,icAeHbt: 17.02.2025 
PL approved: / JIB VTBep,ic)).eH: 15.05.2024 

Impurity FI 
ITp11Mecb F 

Below LOD (LOD =0.015 %) / Htt)Ke [Not more than 0.2 % / He 6onee 0,2 % 
rrpe,nena 06ttapy)Kettm1 (ITO= 0,015 %) 

IAny individual unidentified Below LOQ (LOQ = 0.05 %) / Htt)Ke [Not more than 0.2 % / 
timpurity / Jlio6aH e,nttHH4HaH npenena KOJJH4eCTBeHHoro orrpenenern,u1 tie 6onee 0,2 % 
tte11,nettmqi11u11posaHHaH np11Mecb (ITKO = 0,05 %) 

Total impurities/ 
CyMMa rrp11Mecei1 

Remarks : The Product confirms to ND/ 

0.0305 % 

IlpuMe'laHue: Ilpo,nyKT cooTBeTCTByeT Tpe6oBaHJ,rnM HIT 
Prepared by/ Checked by/ Checked by (AQA) / 
Ilo,nroTOBJJeHo: Ilposepetto: IlposepeHo (AOK): 

Ancha~ Prnv~h R,n1 Amit;~ 

Date/ Date I Date/ 
,[(am: 24.04.2026 ,[(am: 24.04.2026 Ilam: 24.04.2026 

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

Conclusion : APPROVED / 
3aKJJIO'leHue: O)lOEPEHO 
Approved by: Quality Assurance/Authorized person/ 
O,no6petto: O6ecrre4eH11e Ka4ecrna/OTBeTCTBeHHoe m1uo: 

Date I 
,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 29001 Fdx: +9140 4900 29991 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 
IlpoJJ.yKT: UeTp11tt® rn6neTKl1, rroKpbITbie rrneHO'-IHOH 060JIO'-IKOH, 10 Mr 

Market/ PblHOK : Russia I Poccm1 

Batch No./ 
V2600840 

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

: 
25,00,000 Ta6 Cepnsi N2 

Analytical Report No./ 
: 890001879195 

Date of Analysis / 
: 25.04.2026 

AuaJIHTH'-leCKHH OT'-leT N2 )],aTa auaJIHJa 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 : : 
)laTa npOHJBOJ).CTBa roJ).eH J).0 

Mfg. License No./ 
MA number:/ 

IlpOHJBOJJ.CTBeHHaH : MNB/05/263 
HoMep PY 

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

nnu_euJnsi N2 
Analysis performed according to ND:/ AuaJIHJ npoBeJJ.eH no H,ll.: JIIl-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'rnoii ynaKOBKH yTsep,K,11.eHb1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopnquoii ynaKOBKH yTsepmJJ.eHbI: 17.02.2025 
PL aooroved: / JIB YTBep,K,11.eH: 15.05.2024 

N2 Test I IloKaJaTeJib Result/ PeJyJibTaTbl Specification / HopMa 
6 

7 

8 

Water content I 
3.4 % 

Not more than 8.0% I 
CoJJ.epmaune BOJJ.bI He 6onee 8,0 % 

Microbiological purity* / 
MnKp06HOJIOfH'leCKaH 
'IHCTOTa* 
a) Total aerobic microbial count/ NA Not more than 1000 CFU/g / 
O6mee Y11cno a3po6ttbIX He 6onee 1000 KOE/r 
M11KpoopraHl13MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count I O6mee Y11cno He 6onee 100 KOE/r 
,npm10KeBblX 11 rrnecHeBbIX rp1160B 

c) E.coli NA Shall be absent in 1 g / OTcyTcrn11e B 1 r 
Assay I KonnqecTseuuoe !From 9.0 mg to 11.0 mg of 
onpeJJ.eJiettne 

9.98 mg /9,98 Mr 
C21H2sClN2O3· 2HC1 (Cetirizine 
iDihydrochloride) in tablet (90.0 % to 110.0 % 

99.8 % 
of label claim)./ OT 9,0 Mr .no 11,0 Mr 
C21H2sClN2O3· 2HC1 (u:ernp11311tta 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laune: IlpOJI.)' KT coorneTCTByeT Tpe60Batt11~M HLl 3aKJIIO'leuue: O,ll.OliPEHO 
Prepared by I 
Ilo.D:rOTOBJietto: 
Anchal 

~ ,,,.,,,-
Date/ 
Llarn: 24.04.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
IlpoBepetto: IlpoBepetto (AOK): O.D:o6petto: O6ecrre'-lett11e Katiecrna/OrneTCTBeHHOe n11u,o: 

Pravesh Ran'j_ Amit Kumar 

/'~ ~ 
Date/ Date I Date I '-1 ":)-r-0 ~ ..- ),-0 ~ Llarn: 24.04.2026 )lam: 24.04.2026 Llarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: 1-9140 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: Cet1ine® film coated tablets, 10 mg 
Ilpo,11;yKT: UeTpttH® Ta6JJeTKH, rroKpbITbie rrneHO'IHOH o6oJJO'IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600840 

Batch Quantity / 25,00,000 tab I 
Cepm1 ,Ng 

: 
Pa1Mep cepnn 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001879195 

Date of Analysis / 
: 25.04.2026 

AnaJIHTH'leCKHH OT'!eT ,Ng )].aTa 8H8JIH38 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

)laTa npOH3B0,ll;CTB8 
: 

ro,11;en ,11;0 
: 

Mfg. License No./ 
MA number:/ 

Il p0H3B0,ll;CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pr-RU) 
JIHUeH3HH ,Ng 

Analysis performed according to ND:/ AnaJIH3 np0Be,11;en no H)].: JIIl-.Ng(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yTBep:lK,lleH1,I: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOH ynaK0BKH yTBeplK,11;enbl: 17.02.2025 
PL approved: / JIB yrnep:lK,llen: 15.05.2024 

,Ng Test/ IloKa3aTeJib Result/ Pe1yJ1hTaThI Specification/ HopMa 

9 

/J,HrttJJ,pOXJJOpHJJ.) B Ta6JJeTKe ( OT 90,0 % JJ.O 
110,0 % OT HOMHHaJJbHOro COJJ,ep)KaHlill). 

Subdivision of tablets / Complies / CooTBeTcTByeT rrhe tablets comply with the test, if not more 
~eJieHHe Ta6JieTOK than 1 individual mass is outside the limits of 

85 % to 115 % of the average mass. The 
~ab lets fail to comply with the test, if more 
~han 1 individual mass is outside these limits 
or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 
rra6JJeTKH COOTBeTCTB)'lOT Tpe60BaHHllM, eCJJH 
He 6onee 1 eJ].HHH'IHall Macca OTKJJOHlleTCll 3a 
npeJJ,eJJbl 85%-115% OT cpeJJ,HeH MaCCbl. 
rra6JJeTKH He COOTBeTCTBYIOT Tpe6oBaHH.llM, 
ecJJH 6onee '!eM 1 HHAHBHJJ.yaJJbHa.ll Macca 
OTKJJOH.lleTCll OT 3THX npeJJ,eJJOB HJJH, eCJJH 1 
HH/J,HBHJJ,yaJJbHa.ll Macca OTKJJOHl!eTCll 38 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMeqaune: IlpOJJ.YKT COOTBeTCTByeT Tpe6oBaHHllM H)]; 3aKJIIO'lenue: O)lOliPEHO 
Prepared by I 
IloJJ,roTOBJJetto: 
Anchal 

~ 
Date/ 
llarn: 24.04.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
IlpoBepeuo: IlpoBepetto (AOK): OAo6petto: O6ecne'!etttte Ka11ecTBa/OTBeTCTBeuttoe JJttu;o: 

Prnvosh Ran( Amit Kumar 

' 
~~ --A-p 

Date I Date/ Date I ~r-O~s--?,-O'v{ 
llarn: 24.04.2026 llarn: 24.04.2026 narn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, FJx: +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: +919816656001-02 
www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo/1,yirr: UeTpHH® rn6neTKH, noKphITbie nneHO'IHOH 06ono11Koi1, 10 Mr 

Market / PbIHOK : Russia I Poccm1 

Batch No./ 
V2600840 

Batch Quantity/ 25,00,000 tab I 

CepHH .N'2 
: 

Pa1Mep cepuu 
: 

25,00,000 Ta6 

Analytical Report No./ : 890001879195 
Date of Analysis/ 

: 25.04.2026 
AHaJIHTH'leCKHH OT'leT .N'2 .LI:aTa aHaJIHJa 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 : : 

)laTa npOH3B0/J,CTBa ro/1,eH AO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0ACTBeHH3H : MNB/05/263 
HoMep PY 

: JII1-N~(005456)-(Pf-RU) 

JIHD;eH3HH .N'2 
Analysis performed according to ND:/ AHaJIH3 npoBe)),eH no H.LI:: JIU-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH YTBep,K/1,eHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOii ynaKOBKH yrnepmti.eHbt: 17.02.2025 
PL approved: / JIB yrnepm/1,eH: 15.05.2024 

.N'2 Test/ IloKaJaTeJib Result/ Pe1yJ1bT8TbI Specification/ HopMa 
npe/1,eJlb[ 75%-125% OT cpe,11,HeH MaCCbl. 

10 Package/ OnucaHHe ynaKOBKH 10 tablets in PVC/PVDC//aluminum 10 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./ Ilo 10 rn6neTOK B !a carton. / Ilo 10 rn6neToK B 
TTBX/TIB,UX//amoMHHHeBoM 6nwcTepe. TTBX/TIB,UX//runoMHHHeBOM 6nwcTepe. Ilo 2 
TTo 2 6JIHCTepa BMeCTe c JIHCTKOM- J,f]]J,f 3 6JIHCTepa BMeCTe c JIHCTKOM-
BKJlaJJ,bIIIIeM ynaKOBaHhl B na11Ky BKJla.U,bIIIIeM ynaKOBaHhl B na11Ky KapTOHHy!O. 
KapTOHHyIO. 

11 Labeling/ MapKttpoBKa Complies/ CooTBeTcTByeT See Module 1, section 1.3.2 ofregistration 
dossier./ B COOTBeTCTBHH C pa1,11,eJ10M 1.3.2 
M0,11,YJIH 1 perncTpau,HOHHOro ,11,0Cbe. 

12 Storage conditions / Y CJIOBHH IA.t temperature not higher than 25 °C / Ilpw TeMnepaType He BhIIIIe 25 °C. 
xpaHeHHH 

13 Shelf-Jife (storage period)/ CpoK 3 years./ 3 ro.u,a. 

r0.llll0CTII ~ POK xpane1111H) -
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHtte: Ilpo.[(YKT cooTBeTCTByeT Tpe6osamrn.M H)]. 3aKJI10'le1tue: O)lOEPEHO 
Prepared by / 
I10,11,roTOBJ1etto: 
Anchal 

~ 
Date I 
,Uarn: 24.04.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
TipoBepetto: TipoBepetto (AOK): O.u,o6petto: O6ecne11em1e Ka11ecTBalOTBeTCTBeHHoe nwu,o: 

Pravesh Rana( Amit Kumar 

t ~ ~ 

,z. ~~ 
Date I Date/ Date I ~---0½--~U ,Uarn: 24.04.2026 llarn: 24.04.2026 llarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 29{)0, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8S195AP1984PLC004507 
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, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTM«l>:UKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,11.yKT: Uerp1rn® ra6JieTKH, noKpbITbie nneHO'IHOH o6oJIOl{KOH, 10 Mr 

Market/ PblHOK : Russia/ PoccHH 

Batch No./ 
V2600840 

Batch Quantity / 25,00,000 tab/ 
CepuH X2 

: 
Pa3Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001879195 

Date of Analysis/ 
: 25.04.2026 

AHaJinruqecKuii 0T'leT X2 )laTa auaJiu3a 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 
)laTa DP0U3B0,!I.CTBa 

: 
ro,11.eH ,11.0 

: 

Mfg. License No./ 
MA number:/ 

IlpOU3B0,!I.CTBeHHaH : MNB/05/263 
HoMep PY 

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

J1uu.eu1uH X2 
Analysis performed according to ND:/ AuaJIH3 npoBe}leH no H,l(: JHI-X2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IH0H ynaK0BKU yrBeplK,11.eHbJ: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopu11uou ynaKOBKn yTBep:1K,11.eHb1: 17.02.2025 
PL approved:/ JIB yrneplK,11.eu: 15.05.2024 

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be 
absent from the Company's certificate of analysis. / TipoBO,[J.J-ITCH npo113so,!l.11TeJieM np11 BbmycKe nepH0,!1.J1l{ecK11: .ll-JIH Ka)l(,ll.ott 20-oi:i 
cepHH 11JIH He MeHee I pa3a B r0,!1.. floKa3aTenb MO)KeT 6bITb He BKJIIOl{eH B CepTmpHKaT aHaJIH3a cjmpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'leuue: O)lO6PEHO n UMelfaHue: TI 

Prepared by / 
Tio,!1.roTOBJieHo: 
Anchal 

Date/ 
.[{am: 24.04.2026 

O.ll- KT cooTBeTCTB eT T e6osaHHHM Hll 
Checked by/ Checked by (AQA) I 
TiposepeHo: TiposepeHo (AOK): 

Prnvesh R•r Amit Kum,~ 

---
Date/ Date/ 
,Uara: 24.04.2026 )lam: 24.04.2026 

Approved by: Quality Assurance/Authorized person/ 
O,!1.o6peHo: O6ecnel{eHHe Kal{eCTBa!OTBeTCTBeHHOe JIHUO: 

Date/ 
,l],ara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fux: +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 
CEPTU<l>MKAT AHAJIU3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo11:yKT: U:eTp1rn® rn6neTKl1, ITOKPbITbie ITJieHO'-iHOH o60JIO'-iKOH, 10 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
V2600840 

Batch Quantity I 25,00,000 tab/ 
: 

Pa1Mep ceptttt 
: 

25,00,000 rn6 CepuH .N"2 

Analytical Report No./ 
: 890001879195 

Date of Analysis / 
: 25.04.2026 

AHaJIHTH'leCKHH OT'leT .N"2 )laTa aHaJitt3a 

Date of Manufacture / 
04/2026 

Date of Expiry/ 03/2029 : : 
)laTa npOH3B0));CTBa ro));eH ));0 

Mfg. License No./ 
MA number:/ 

IlpottJB0/1:CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-NQ(005456)-(Pr-RU) 
JIHUeH3HH .N"2 
Analysis performed according to ND:/ AttaJitt3 npose11:eH no H)l: JITI-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceThI nepBH'IHOii ynaK0BKH yrnep~eHhI: 12.11.2024 
Artworks of secondary package approved: / MaKeThI BToptt'IHOii ynaK0BKH yTBep:IK/1:eHbI: 17.02.2025 
PL approved: / JIB yrnep:1K11:ett: 15.05.2024 

API name/ HattMeHoBattue A<l>C: Cetirizine dihydrochloride / U:emp1131,rna JJ,ttru.D,poxnop11.D, 
INN /MHH: Cetirizine / U:emp11311H 
API manufacturer batch number / BT00-26011 
HoMep cepuu npottJB0JJ.HTeJIH A<l>C: 
FP Manufacturer API Batch number/ FETA00163 
HoMep cepuu cv6cTaHUHH npou1so11:uTeJIH r JI<I>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
IlpottJB0/1:HTeJih A<l>C, a11:pec tt cTpatta: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM l1ttJJ,acTp11ec IIpattBHT JluM11TeJJ,, 

Y'-iaCTKH NQ 174-176, 11.,U.A., EonnapaM, CattrapeMH 
IlttcTpHKT - 502 325, Xaii.D,apa6a.D,, rnTaT Tenattratta, l1HJJ,Hll 

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. 
HattMeHoBaHue, a11:pec, JIHUeH3HH ));JIH Solan (HP) 173205, India (license No MNB/05/263). / 
Ilpott3B0));CTBeHHaH UJI0IUa));Ka / IlJIOIUa));Ka KOHTpOJIH ,U-p PeMtt'c J1a6oparnp11c JlT.11,., 
Ka'leCTBa / Ilnoiua.11,Ka BbmycKa Ilpo113B0.11,crnettttoe no.11,pa3.11,enett11e-6, B11nn. Kxonb, Hanarapx 

PoyJJ,, ba)],J],11, ,[{HCTpHKT Conatt, x.rr., 173205, l1HJJ,11ll 
(J1111.1.ett311J1 NQ 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 
IlpuMe'laHue: IlpOJJ,YKT COOTBeTCTByeT Tpe6oBaHHllM Hil 3aKJIIO'leHtte: OII,OliPEHO 
Prepared by / 
IloJJ,rOTOBJietto: 
Anchal 

~ 
Date/ 
Ilarn: 24.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
IIpoBepetto: IIpoBepetto (AOK): OJJ,o6petto: O6ecrrelfett11e Ka4ecrna/OrneTCTBettttoe n11uo: 

PrnvoshPJmy Amit Kumar 

t~ ' 
~ -

Date I Date I Date/ ~=/-'J~r-Vl~ Ilarn: 24.04.2026 Ilarn: 24.04.2026 Ilarn: 

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: L8S195AP1984PLC004507 
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 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.uyKT: UeTpHH® Ta611eTKH, noKpb!Tble n11eHOlJHOH 06011olJKOH, 10 Mr 

Market/ PbIHOK : Russia/ Pocc1rn 

Batch No./ 
V2600840 

Batch Quantity / 25,00,000 tab/ 

CepuH .N"2 
: 

PaJMep cepuu 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001879195 

Date of Analysis / 
: 25.04.2026 

AuaJIHTH'leCKHH OT'leT .N"2 ,ll,aTa auanuJa 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

,ll,aTa IlPOH3B0.llCTBa 
: 

ro.lleH ./lO 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0./lCTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N!!(005456)-(Pr-RU) 

JIHQeH3HH .N"2 
Analysis performed according to ND:/ AuaJIHJ npoBe.ueu no H,ll,: JIIl-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH YTBep~eHbt: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKOBKH yTBep,11:.ueubt: 17.02.2025 
PL approved: / JIB yrnep,11:.ueu: 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»./ 
3aKJIIO'leuue O COOTBeTCTBHH: «HacTOllll\HM ll IlO./lTBep)K.IJ:alO, 'ITO np1-rne.neHHall Bb!We l1Hq>OpMaum1 llBm1eTCll .IJ:OCTOBepHOH 11 
TOlJHOH. 3rn cep11ll npo.nyKU:1111 npo113se.netta (BKJIIOlJall ynaKOBKY (MapK11pOBKY) 11 KOHTpOJJb KalJecrna) Ha BblrneyKa3aHHOH 
npOH3B0.IJ:CTBeHHOH n11oma.nKe (n11oma.nKax) B IlOJIHOM COOTBeTCTBl111 C Tpe6oBaHHllMH TipaBHJI Ha.nJJe)Kamei1 npOH3B0.IJ:CTBeHHOH 
npaKTl1Kl1 Espa311i1cKoro 3KOHOMl1lJecKoro co103a (NQ GMP/EAEU/RU/02329-2025 OT 19 cettrn6pll 2025 r.) 11 Tpe6oBaHHllMl1 
KOHTPOJJll KalJeCTBa JJeKapCTBeHHblX cpe.nCTB, a TaK)Ke B COOTBeTCTBl111 co cneu11q>HKaUHllMl1, co.nep)Kall\HMHCll B perHCTpaUHOHHOM 
.IJ:OCbe CTpaHbl-HMnOpTepa. 3anHCH no np0113B0.IJ:CTBY, ynaKOBKe H aHaJJH3Y nposepeHbl, 11 ycTaHOBJJeHO HX COOTBeTCTBHe 
Tpe6oBaHHllM TipaBl1JI Ha.nJJe)Kamei1 npOH3B0.IJ:CTBeHHOH npaKTl1KH Espa311HCKOro 3KOHOMHlJeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lauue: Tipo.nyKT COOTBeTCTByeT Tpe6osaHHllM HL( 3aKJIIO'leuue: O,ll,OEPEHO 
Prepared by I 
Tio.nroTOBJJeHo: 
Anchal 

~ 
Date/ 
,Uarn: 24.04.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
Tiposepetto: TiposepeHo (AOK): O.no6petto: O6ecne4eHHe KalJecrna/OTseTCTBeHHoe 1111uo: 

Prnvosh Rana! Amit Kumar 

r~ ~ ;!-

Date/ Date/ Date/ ~1 ~~..--)<)'lA: 
,Uarn: 24.04.2026 ,Uarn: 24.04.2026 ,Uarn: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 




