
•·· 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 : +91 98166 56001-02 
www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
JipoLlyIIT: U:eTpHH® Ta6JleTKl1, ITOKPbITb!e ITJleH04HOH o60Jl01.{KOH, 10 Mr 

Market/ PbIHOK : Russia/ Pocc1-u1 

Batch No./ 
V2601058 

Batch Quantity / 50,00,000 tab I 
CepuH .N"! 

: 
Pa3Mep cepuu 

: 
50,00,000 Ta6 

Analytical Report No./ 
: 890001884638 

Date of Analysis / 
: 30.05.2026 

AHaJJHTHlfeCKHH OT'IeT .N"! ,l(aTa aHaJJHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

,l(aTa npOH3B0,llCTB8 
: 

ro,lleH ,llO 
: 

Mfg. License No./ 
MA number:/ 

JlpOH3B0,llCTBeHH8H : MNB/05/263 
HoMep PY 

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

JJHUeH3HH .N°! 
Analysis performed according to ND:/ AHaJIH3 npose,[leH no H,l(: JIJI-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MatceTbI nepBU<tHOii ynaKOBKU YTBep"'-11.CHbI: 12.11.2024 
Artworks of secondary package approved: / MatcCTbl BTOpH'IHoii ynaKOBKH yTBep:lKLlCHb1: 17.02.2025 
PL aooroved: / JIB yTBeP:lKLlCH: 15.05.2024 

.N"! Test I JlotcaJaTeJJb Result I PeJyJJbTaTbI Specification / HopMa 

1 Description/ OnucaHue 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 ,llBOi!K0BbIITYKJlbie Ta6JleTKl1, I KpyrJlb1e ,[{B0i!K0BblITYKJlbJe Ta6neTKH, 
IT0Kpb!TbJe rrneH04HOH o6ono4Koii rroKpblTbie ITJleH04HOH o6ono4KOH 6enoro 
kienoro useTa, C p11CKOH Ha O,llHOH mm rro4TH 6enoro usern, c pucKoii Ha o.uttoii 
cTopoHe. Ha rrorrepe4H0M pa3pe3e - CTopoHe. Ha rrorrepe4HOM pa3pe3e ii,llp0 OT 
llJ,a_po 6enoro usern. 6enoro Ll0 IT04TM 6enoro useTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3atcJJtolfeHue: O,l(OBPEHO JI uMelfaHne: II o.u 

Prepared by / 
IIo.uroT0BJYeHo: 
Rama Kant 

Date/ 
,Uarn: 30.05.2026 

KT CO0TBeTCTB eT T 

Checked by I 
TiposepeHo: 
Pardeep Kumar 

d-----
Date/ 
,llarn: 30.05.2026 

e6osatt11»M H)l 

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

Date/ 
,Uarn: 30.05.2026 

Approved by: Quality Assurance/Authorized person/ 
OL{o6peHo: O6ecrre4eH11e Ka4ecTsa/0TseTcTBeHHoe mIuo: 

Date/ 
.[),am: 

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

Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy'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 

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

Product: Cetrine® film coated tablets, 10 mg 
ITpo)lyKT: l..leTPHH® Ta6nCTKl'1, noKpblTble nneH04HOH o6on04KOH, 10 Mr 

Market/ PMnoic : Russia/ Pocc1,rn 

Batch No./ 
V2601058 

Batch Quantity/ 50,00,000 tab I 
CepHH .N'2 

: 
PaJMep cepnn 

: 
50,00,000 Ta6 

Analytical Report No./ 
: 890001884638 

Date of Analysis / 
: 30.05.2026 

AnaJIHTH'lecicnii OPteT .N'2 .l(aTa anaJIHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

.l(aTa npoHJBOACTBa 
: 

roi.en AO 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBOACTBeHHaH : MNB/05/263 
HoMep PY 

: Jlf1-N2(005456)-(Pf-RU) 

JlHUeHJHH .N'2 

Analysis performed according to ND:/ AnaJIHJ npose,Qen no H.l(: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBHlfHOH ynaKOBKH YTBep,KJJ.eHbI: 12.11.2024 
Artworks of secondary package approved: / MaiceTbI srnpHlfHOH ynaicosicu yTsepiKAeHLI: 17.02.2025 
PL approved: / JIB yrneplKJJ:en: 15.05.2024 

.N'2 Test I IloicaJaTeJib Result I PeJyJibTaTbI Specification/ HopMa 
2 Identification / [he retention time of the main peak in 

UL(eHTH4'HKaUHH he chromatogram of test solution rrhe retention time of the main peak in the 
~hromatogram oftest solution should comply complies with the retention time of the 

HPLC/B3)1{X 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./ BpeMll y,11_ep)1msan11ll reference standard solution (section "Assay"). 
I/ 

OCHOBHOro ITHKa Ha xpoMaTorpaMMe 
BpeMl! y,11_ep)l(HBaHHll OCHOBHOro ITHKa Ha HCnbnyeMoro paCTBOpa COOTBeTCTByeT 

BpeMeHH y,11_ep)l(HBaHHll OCHOBHOro ITHKa iXPOMaTOrpaMMe HCITbITyeMoro pacrnopa 

Ha xpoMaTorpaMMe CTaHAapTHOro IAOJDKHO COOTBeTCTBOBaTb BpeMeHH 

pacrnopa u,ernpH3HHa rn,11_poxnopH,11_a. ~,11_ep)KHBaHHll OCHOBHOro ITHKa Ha 
IXpoMaTorpaMMe cTaH,11_apTHOro pacrnopa 
1.1,eT11pm11Ha rn,11_poxnop11,11_a (pa3,11_en 
~<KOJJH4eCTBeHHOe onpe,11_enem-1e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aicmoqenne: O.l(OliPEHO Il HMClfaHHe: fl 

Prepared by I 
floAroTOBJJeHo: 
Rama Kant 

0= 
Date/ 
,Uarn: 30.05.2026 

Checked by/ 
flposepeHo: 
Pardeep Kumar 

Date/ 
,Uarn: 30.05.2026 

e6osaHHllM Hll. 
Checked by (AQA) I 
flposepeHo (AOK): 
Amit Kumar 

Date/ 

,Uarn: 30.05 .2026 

Approved by: Quality Assurance/ Authorized person / 
O,11_06peHo: O6ecne4eHHe Ka4ecrna/OTseTCTBeHHOe JJHUO: 

Date/ 
,Uarn: 

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 
CEPTM<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpoayicr: U:eTpl1H® Ta6JJeTKl1, ITOKPbITbie ITJJeH04HOH o6oJJO'{KOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601058 

Batch Quantity / 50,00,000 tab/ 

CepnH N2 
: PaJMep cepnn 

: 
50,00,000 Ta6 

Analytical Report No./ 
: 890001884638 

Date of Analysis / 
: 30.05.2026 

AHaJIHTH'leCKHH OT'leT N2 .L(aTa auaJIHJa 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 
.L(aTa npOHJBO)lCTBa 

: ro,ueH ,UO : 

Mfg. License No./ 
MA number:/ 

IlpoHJBO)lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeHJHH N2 

Analysis performed according to ND:/ AuaJIHJ npoBe,ueu no H.L(: .JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTBep,imeub1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaK0BKH YTBep*AeHbI: 17.02.2025 
PL approved : / JIB vrnep,imeu: 15.05.2024 

N2 Test/ IloKaJaTeJib Result I PeJyJibTaTbI Specification/ HopMa 

13 

UV- spectrophotometry I Complies/ CooTBeTcTByeT The UV-spectrum of the test solution and the 
Yet>- crreKTpoci>oTOMeTpm1 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<t>-cneKTpbl ITOrJJOI..l.\eHHJI 
HCITbITyeMoro paCTBOpa 11 CTaimapTHOro 
pacTBopa ueT11p11311ua rnapoxnop11aa s 
o6JJacrn OT 200 .no 400 HM ,nomKHbl 11MeTb 
MaKCl1MYMbl ITOrJJOI..l.\eHml rrp11 O)lHOH 11 TOH 
DKe )lJll1He BOJJHbl C ,norrycTHMbIM 
OTKJIOHeHHeM ± 2 HM. 

Dissolution/ PacTBopeuue rNot less than 80% (Q) of the labeled amount 
of Cz I H2sCIN2O3 • 2HCI ( cetirizine 

95 %; 95 %; 92 %; 94 %; 95 %; dihydrochloride) after 30 min. I He Meuee 
94% 

Remarks : The Product confirms to ND/ 
n HMe'lauue: TI o.n KT COOTBeTCTB eT T e6osaHHl!M Hl{ 

Prepared by/ Checked by/ Checked by (AQA) / 
Tio,nroTOBJJeHo: ITposepeHo: Tiposepeuo (AOK): 

Rama ~ Pa<dooz Amit;~ 

Date/ Date/ Date I 
,Qarn: 30.05.2026 ,[lam: 30.05.2026 ,Qarn: 30.05.2026 

80 % (Q) OT HOMHHaJJbHOro co,nep)l(aHml 

C21H2sCIN2O3·2HCI (ueT11p1mrna 
luttrn.npoxJJOPHA) 4epe3 30 MHH . 

Conclusion : APPROVED I 
3aKJIIO'leune: O.L(OEPEHO 
Approved by: Quality Assurance/Authorized person/ 
O.uo6peHo: O6ecne4eH11e Ka4ecTBa/OTBeTCTBeHHOe JJ11UO: 

Date/ 
.[lam: 

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 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo)lyKr: UeTpi-rn® Ta6neTKH, nOKPhITbie nneHOttHOH o6onottKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2601058 

Batch Quantity I 50,00,000 tab / 
CepuH .N2 

: 
Pa1Mep cepuu 

: 
50,00,000 m6 

Analytical Report No. / 
: 890001884638 

Date of Analysis / 
: 30.05.2026 

AHaJJUTU'lecicuu OTlfeT .N2 JJ:aTa aHaJJuJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

JJ:aTa npOH3B0)lCTBa 
: 

ro)leH )lO 
: 

Mfg. License No./ 
MA number:/ 

flpOU3BO)lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JlHUeH3HH .N2 
Analysis performed according to ND:/ AuaJJuJ npoBeJJ,eH no HJJ:: JIU-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbI nepBU'IHOH ynaKOBKU YTBep,imeHb1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopu'IHOH ynaKOBKU yTBep,KJleHbl: 17.02.2025 
PL auuroved: / JIB yrnep,KJlCH: 15.05.2024 

.N2 Test/ Iloica1aTeJJb Result/ Pe1yJJbTaTbt Specification/ HopMa 

4 Uniformity of dosage units / 
O)lHOp0JlHOCTb )l03UpOBaHHblX 4.2 
e)lUHUU. 

Remarks : The Product confirms to ND/ 
TT HMe'laHue: TT O)l KT CO0TBeTCTB eT T e6oBaHHHM H)l 
Prepared by/ Checked by/ Checked by (AQA) I 
TTo.n:rornsneHo: TTpoaepeHo: Tipoeepetto (AOK): 
Rama Kant Pardeep Kumar Amit Kumar 

Date/ Date/ Date/ 
nam: 30.05.2026 nam: 30.05.2026 )lam: 30.05.2026 

!Acceptance value (AV) should be not more 
than 15.0 I TToKa3aTeJJb npHeMneM0CTU (AV) 
IAOJJ)l(eH 6bnb He 6onee 15,0. 

Conclusion : APPROVED I 
Jaicmoqeuue: OJJ:OliPEHO 
Approved by: Quality Assurance/Authorized person/ 
O.n:o6peHo: O6ecne1.feHHe Kal!ecTBalOTBeTCTBeHHoe JJHu,o: 

Date/ 
)lam: 

cf1i'I t/1}-JJ I 

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 AHAJIIBA 

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 
Tipo,ll,yKT: UeTpHH® rn6neTKH, n0KPhITbie nneHO'IHOH 060J10'IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601058 

Batch Quantity / 50,00,000 tab I 
CepHH .N'2 

: 
PaJMep cepuu 

: 
50,00,000 Ta6 

Analytical Report No. / 
: 890001884638 

Date of Analysis / 
: 30.05.2026 

AH3JJHTH'leCKHH OT'leT .N'2 JJ:aTa aHaJJHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

JJ:aTa npoHJBOti:CTBa 
: 

roti:eH ,!J,O 
: 

Mfg. License No. / 
MA number:/ 

Tipo113soti:cTBeHHaH : MNB/05/263 
HoMep PY 

: JIIl-N'2(005456)-(Pf-RU) 

JJHUeHJHH .N'2 
Analysis performed according to ND:/ AttaJJHJ nposeti:eH no HJJ:: JIO-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTsep~eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaKOBKH yTsepm,ll,eHbJ: 17.02.2025 
PL approved: / JIB yrnepm,1J,eH: 15.05.2024 

5 Impurities / TipuMecu 
Impurity A/ 
ITp1-1Mecb A 

Impurity B / 
ITpHMecb B 

Impurity C / 
ITpHMecb C 

Impurity D / 
ITpHMecb D 

Impurity E / 
ITp1-1Mecb E 

Below LOD (LOD =0.005 %) / Hm1<e 
npeti:ena o6ttapy)KeHHll (ITO = 0,005 %) ot more than 0.2 % / He 6onee 0,2 % 

0.03 % ot more than 0.2 % / He 6onee 0,2 % 

Below LOD (LOD =0.006 %) I H11)Ke ot more than 0.2 % / He 6onee 0,2 % 
npeti:ena 06Hapy)Kem,u1 (ITO= 0,006 %) 

Not detected/ He o6Hapy)KeHa ot more than 0.2 % / He 6onee 0,2 % 

Below LOQ (LOQ = 0.023 %) / HH)Ke 
npeJJ,ena KOJJH'lecTeeHHoro onpeJ1enemrn ot more than 0.2 % / He 6onee 0,2 % 

(IlKO = 0,023 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJJIO'leHHe: O.D:OliPEHO TI HMe•rnHHe: IT 

Prepared by I 
flO)lfOTOBJleHo: 
Rama Kant 

Date/ 
llarn: 30.05.2026 

oti: KT cooTBeTcTB eT T e6oBaHHllM Hll 
Checked by/ Checked by (AQA) I 
TipoBepeHo: TipoBepetto (AOK): 
Pardeep Kumar Amit Kumar 

Date / Date/ 
llarn: 30.05 .2026 llarn: 30.05.2026 

Approved by: Quality Assurance/ Authorized person / 
Oti:o6peHo: O6ecne'leHHe Ka'!ecrna/OrneTCTBeHttoe nmi:o: 

Date/ 
)lam: 

cJ fJ I II 1,/J I 

Regi stered Offi ce: 8-2-337, Road No. 3, Banjara Hil ls, 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 ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Dist t. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTM<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,nytcr: U,eTp11H® Ta6JJeTKl1, 0OKPblTble nJJeHO'lHOW o6oJJO'lK011, 10 Mr 

Market / PbIHOK : Russia I Pocc1,rn 

Batch No./ 
V2601058 

Batch Quantity/ 
CepnH N2 

: 
Pa1Mep cepuu 

Analytical Report No. I 
: 890001884638 

Date of Analysis/ 
AnaJIHTnqecKHi1 0T'leT N2 ,ll,aTa aHanu1a 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

)laTa np0H3B0ACTBa 
: 

ro.nen 11,0 

Mfg. License No./ 

50,00,000 tab I 
: 50,00,000 m6 

: 30.05.2026 

: 03/2029 

MA number:/ 
IlpOH3BOACTBeHHaH : MNB/05/263 

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

JIHUeH3HH N2 

Analysis performed according to ND:/ AHaJIH3 npose11,eH no H)l: JIU-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'fHOH ynaKoBKH YTBep,KJJ,enbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'fHOH ynaK0BKH yTsep,K11,eubI: 17.02.2025 
PL aooroved: / JIB yrnep,K11,eu: 15.05.2024 

Impurity F / 
Ilp11MeCb F 

Below LOD (LOD =0.015 %) / HmKe ot more than 0.2 % / He 6onee 0,2 % 
npe.nena o6Hapy)KeHHll (ITO = 0,015 %) 

ny individual unidentified Below LOQ (LOQ = 0.05 %) I H11)Ke ot more than 0.2 % / 
impurity/ J1106al! e,n11H11'lHall npe11,ena KOJJH'lecrnenHoro onpe)l.eJ1emu1 ue 6onee 0,2 % 
ue11,1J.ettrn<pm-1.11poeaHHall np11Mecb (ITKO = 0,05 %) 

otal impurities / 
CyMMa np11Mecei1 

Remarks : The Product confirms to ND/ 

0.0335 % 

n HMe'fanue: IT o.n KT COOTBeTCTB eT T e6oBaHHllM H.ll 

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

Conclusion : APPROVED / 
3aKJIIO'fenue: O)lOliPEHO 

Prepared by I 
ITo.nroTOBJJeno: 

Checked by I Checked by (AQA) I 
ITpoBepeuo: IlpoBepeuo (AOK): 

Approved by: Quality Assurance/Authorized person/ 
O.no6peuo: O6ecneqeu11e Ka'lecrna/OrneTCTBenuoe n11uo: 

Rama Kant 

~~ 
Date/ 
)lam: 30.05.2026 

Pardeep Kumar Amit Kumar 

~ 
Date / Date/ 
)lam: 30.05.2026 )lam: 30.05.2026 

Date/ 
)lam: 

SJJ/Llt)->J I 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

it> 



•·· Dr. Raddy'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 
Tir>OJlYK'r: UeTPHH®Ta6neTKH, n0KPbITbJe nneHO'lHOH o6ono4Kow, 10 Mr 

Market / P1,rnoK : Russia I Poccm, 

Batch No./ 
V2601058 

Batch Quantity/ 50,00,000 tab I 
CepnH .N"g 

: PaJMep cepuu 
: 

50,00,000 Ta6 

Analytical Report No./ 
: 890001884638 

Date of Analysis / 
: 30.05.2026 

AuaJIHTH'leCKHH OT'leT _N'g )].aTa auanuJa 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 
)].aTa npOIIJBOJJ.CTBa 

: roJJ,eH JJ.O 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBOJJ.CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHU:eHJHH _N"g 
Analysis performed according to ND:/ AuanuJ npoeeJJ,eH no H)].: JIIl-.N'g(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThl nepewrnoii ynaKOBKH YTBepm.a,eu1,1: 12.11.2024 
Artworks of secondary package approved: / MaKeThl BTopuquoii ynaKOBKH yTee P*JJ.eHhl: 17.02.2025 
PL approved: / JIB yrnep,te,neu: 15.05.2024 

_N'g Test/ IloKaJaTeJih Result/ PeJyJ11>TaThl Specification / HopMa 
6 Water content/ 

2.8% 
INot more than 8.0% / 

Co)J.ep,teaune BOAhl He 6onee 8,0 % -
7 Microbiological purity* / 

MnKpo6nonoruqecKaH 
lfHCTOTa* 
a) Total aerobic microbial count I Less than 10 CFU/g / INot more than 1000 CFU/g / 
O6w.ee 4HCJIO a3p06HhlX MeHee 10 KOE/r He 6onee 1000 KOE/r 
MHKpoopraHl13MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g / 
mould count / O6w.ee 4HCJIO MeHee 10 KOE/r He 6onee 100 KOE/r 

IJJ.pO>IOKeBblX H nnecHeBblX rpH60B 

IC) E. coli Absent in lg/ OTcyrcTByeT B lr Shall be absent in 1 g / OTcyTCTBHe B 1 r 

8 Assay/ Konn'fecTeeuuoe !From 9.0 mg to 11 .0 mg of 
onpe,neneuue C21H1sClN1O3· 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 .no 11,0 Mr 
C11 H1sClN1Or 2HC1 (uempH3HHa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe1-1aune: llpom KT cooTBeTCTBYeT Tpe6oaaHHHM Hll 3aKJiio'feuue: O)1.OBPEHO 
Prepared by I 
lloJJ,roTOBJieHo: 
Rama Kant 

~* Date / 
.[{am: 30.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
llpoaepeHo: Tipoaepetto (AOK): OJJ.o6peHo: O6ecne4eHHe Ka'leCTsa/OTseTCTBeHHoe n11u.o: 
Pardeep Kumar Amit Kumar 

~ ~-
S11llllYJI 

- n ~ . 
Date I Date/ Date I ~4'~i£ .[lam: 30.05.2026 .[{am: 30.05 .2026 )lam: 

Registered Office: 8-2-337, Road No. 3, Banj;:ira Hills, Hyderabad - 500034 . Telangana, India 

Te l: +9140 4900 2900, Fax : +91404900 2999, Email : mail @drreddys. com 
CIN : L851 95AP1984PLC004507 

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 

Tei : +91 98166 56001.-02 

www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTll <l>llKA T AHAJill3A 

Product: Cetrine® film coated tablets, 10 mg 
TI pOAYKT: Ue-rp1,rn® Ta6neTKH n0Kphnb1e nneHOYHOH 06ono1.1Koi1, 10 Mr 

Market/ P1,rnoK : Russia I Poccm1 

Batch No./ 
V2601058 

Batch Quantity I 50,00,000 tab I 
Cepm1 .N'2 

: 
PaJMep cepuu : 

50,00,000 Ta6 

Analytical Report No. I 
: 890001884638 

Date of Analysis I 
: 30.05.2026 

AnaJIHTH'leCKHH OT'leT .N'2 ,ll.aTa aHaJIHJa 
Date of Manufacture I 

04/2026 
Date of Expiry I 

03/2029 
,LI.an npOH3B0,!J,CTBa 

: 
ro.ueu ,11,0 

: 

Mfg. License No. I 
MA number: I 

IlpOH3B0,!J,CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHU.eH3HH .N'2 
Analysis performed according to ND: I AuaJIH3 npose.ueu no H,ll.: JIIl-.N'2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeThl nepsu11uoii ynaKOBKH YTBep,K,1J,eu1,1: 12.11.2024 
Artworks of secondary package approved:/ MaKen,1 BTOpu11uoii ynaKOBKH yTBep*.ueu1,1: 17.02.2025 
PL approved: / JIB yrnep:iK,11,eu: 15.05.2024 

,N'g Test I IloKaJaTeJih Result/ PeJyJ11>TaTht Specification I HopMa 

9 

il(I·ffH,!1,poxnop11.u) B Ta6JJeTKe ( OT 90,0 % .uo 
110,0 % OT HOMHHMhHOro co,uep)l<aHIU!). 

Subdivision of tablets I Complies/ CooTBeTcTByeT The tablets comply with the test, if not more 
,ll.eneuue Ta6JieTOK than 1 individual mass is outside the limits of 

85 % to 115 % of the average mass. The 
tablets fail to comply with the test, if more 
than 1 individual mass is outside these limits 
or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 
Ta6JieTKH CO0TBeTCTB)'IOT Tpe6oBaHHilM, ecm1 
He 6onee 1 e,11,HHHYHaii Macca 0TKJiottiieTc.ll 3a 
npe,n.eJJbl 85%-115% OT cpeJJ_HeH MaCCbl. 
Ta6JieTKH He CO0TBeTCTBYIOT Tpe6oBaHH.llM, 
ecnw 6onee 'leM 1 HH.UHBH,11,yanbHa.ll Macca 
OTKJI0H.lleTC.ll OT 3THX npe,11,eJI0B HJIH, eCJIH 1 

HH,!J,HBl1,!l,yaJibHaii Macca OTKJI0H.lleTCil 3a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
II puMe11auue: ITpo,11,yKT cooTBeTCTBYeT Tpe6oBaHHHM Hll 3atcJIIO'leuue: O,ll.OliPEHO 
Prepared by / 

Tio.urOTOBJieHo: 
Rama Kant 

t4 
Date I \ 

llaTa: 30.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
IIpoBepetto: IIpoBepeHo (AOK): O.uo6petto: O6ecne'leHHe Ka<JeCTBa/OTBeTCTBeHHOe JIHL(O: 
Pardeep Kumar Amit Kumar 

~ r~,_ Sh/lJl}NJ 

n " Date/ Date I Date/ 

())2 c</2 ~ u ,ll.arn: 30.05.2026 narn: 30.05.2026 )].a-ra: 

Registered Office: 8-2-337, Road No. 3, Banj;ira Hills, Hyderabad - 500034. Telangana, India 

Tel : +91 40 4900 2900, FJx: +91 40 4900 2999, Email: mail@drreddys .com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTll<l>lIKAT AHAJill3A 

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

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

Product: Cetrine® film coated tablets, 10 mg 
n po.ayirr: lJ,eTp11H® Ta6neTKl1, noKpblTble rrneHO'IHOH o6oJJO'IKOH, 10 Mr 

Market/ P1,rnoK : Russia/ Pocc11H 

Batch No./ 
V2601058 

Batch Quantity/ 50,00,000 tab / 
CepuH N2 

: 
Pa3Mep cepuu 

: 
50,00,000 m6 

Analytical Report No. / 
: 890001884638 

Date of Analysis / 
: 30.05.2026 

A11aJ1uTutteCKHH OTtteT N2 )(aTa a11aJ1u3a 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

)(aTa npOH3B0,LlCTBa 
: 

ro.aeH ,LlO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0.LlCTBeHHaH : MNB/05/263 
HoMep PY 

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

JlHQeH3HH .N'2 

Analysis performed according to ND:/ AttaJIH3 np0Be.ae11 no H)(: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTM nepBHlfHOH ynaKOBKH yrnep~e111,1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTM BTOpHttHOH ynaKOBKH yTBepm.ae111,1: 17.02.2025 
PL avvroved: / JIB yrnepm.ae11: 15.05.2024 

N2 Test I IloKa3aTeJ11> Result I Pe3yJ11>TaTM Specification/ HopMa 

npe,neJJbl 75%-125% OT cpe,nHeH MaCCbl. 

lO Package/ Onucauue ynaKOBKH 10 tablets in PVC/PVDC//aluminum JO 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./ Tio 10 m6nernK s a carton. / f1o 10 m611eTOK B 
ITBX/TIB,[(X/ /amoMHHHeBoM 61111cTepe. ITBX/TIB,[(X//amoMHHHesoM 61111cTepe. flo 2 
no 2 6rr11cTepa BMeCTe C JIHCTKOM- HJIH 3 6rrHCTepa BMeCTe c JIHCTKOM-
BKJia.!l_blIIIeM ynaKOBaHbl B na'!KY BKJia.!l_blIIIeM yrraKOBaHbl B rra'IKY KapTOHHyJO. 
KapTOHHYJO. 

11 Labeling/ MapKupoBKa Complies/ CoorneTcrnyeT See Module 1, section 1.3.2 of registration 
dossier. I B cooTBeTCTBHH c pa3,nerroM 1.3.2 
MO.LlYJIH 1 perncTpaUHOHHOro .!I_OChe. 

12 Storage conditions / Y CJIOBHH At temperature not higher than 25 °C / Tip11 TeMrrepaType He Bhlwe 25 °C. 
xpaHeHHSI 

13 Shelf-life (storage period)/ CpoK 3 years. / 3 ro,na. 
r_QAHOCTH (cpoK xpatteHHH) - --- - -

Remarks : The Product confirms to ND/ 
Il HMetta11ue: IT o.n KT cooTBeTcrnyeT T e6osamrnM H)l 

Conclusion : APPROVED / 
3aKJ110tte11ue: O.Il:OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / 
Tio.nrornenetto: Ilpoeepeuo: IlposepeHo (AOK): 

Approved by: Quality Assurance/Authorized person/ 
O,no6peuo: O6ecrre'leH1-1e Ka'lecrna/OrneTcTBeHHoe n11uo: 

Rama Kant Pardeep Kumar Amit Kumar 

~~ 
Date/ 
,[lam: 30.05.2026 

Date/ Date/ 
)lam: 30.05.2026 )lam: 30.05.2026 

Date/ 
)lam: 

.>~}Vff!JJ 

Registered Office: 8-2-337, Road No. 3, BanjMa Hill s, Hyderabad - 500034. l elangana, India 

Tel: +91. 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddvs.co n:, 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 

u 

. 



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

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

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,[J,yKT: U:eTp11H® m6JieTKl1, ITOKPbIThle ITJieHOlJHOH o6oJIOlJKOH, 10 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601058 

Batch Quantity / 50,00,000 tab / 
CepnH .N"! 

: 
Pa1Mep cepnn 

: 
50,00,000 m6 

Analytical Report No./ 
: 890001884638 

Date of Analysis / 
: 30.05.2026 

AuaJIHTH'leCKHH 0T'leT .N"! ,ll.aTa auaJittJa 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 
D:aTa np0H3B0,[J,CTBa 

: ro,[J,eH ,[1,0 
: 

Mfg. License No./ 
MA number:/ 

IlpottJBOtJ.CTBeuuaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 
JIHU,eHJHH .N'! 
Analysis performed according to ND:/ AttaJitt3 np0Bet1.eu no H)].: JIII-N!(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepBH'lHOH ynaK0BKH YTBep~eub1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopnquoii ynaKOBKH YTBep,KtJ.eHbI: 17.02.2025 
PL aooroved: / JIB yTBep,KtJ.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. / IIpoBOtJ.HTCll rrpoH3B0tJ.HTeJieM rrp11 BhmycKe nep11ot1.11tJecK11: ti.AA Ka)KJ]_OH 20-011. 
cepHH HJIH He Mettee 1 pa3a B ro.n. IloKa3aTeJib M0)KeT 6bITh He BKJJIO'leH B Cepn;iqnmaT attamna qJHpMbI. 

Remarks : The Product confirms to ND/ 
II UMe'laHUe: fl 0.llVKT C0OTBeTCTByeT T 
Prepared by / Checked by / 
IIo.nroTOBJietto: IIpoBepetto: 
Rama Kant Pardeep Kumar 

1/ 
Date/ Date/ 
)lam: 30.05.2026 Ilam: 30.05.2026 

e6oBaHHllM Hll 
Checked by (AQA) / 
IlpoBepetto (AOK): 
Amit Kumar 

Date/ 
)lam: 30.05.2026 

Conclusion : APPROVED / 
3aKJIIO'leHne: 0 OliPEHO 
Approved by: Quality Assurance/Authorized person/ 
O,a:o6petto: O6ecne'lett11e Ka'lecTBa/OTBeTCTBeHHoe n1111.o: 

Date/ 
llam: 

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

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddvs.com 
C!N: L85195AP1984PLC004507 

www.drreddys.corn 



•·· 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<llHKAT AHAJIH3A 

Product: Cetrine® film coated tablets, IO mg 
Ilpo.llvrcr: Uerp1rn® m6neTKH, nOKPblTbre nneHO'IHOH o6ono'IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601058 

Batch Quantity / 50,00,000 tab/ 
Cepusi .N2 

: 
PaJMep cepuu 

: 50,00,000 m6 
Analytical Report No. / 

: 890001884638 
Date of Analysis / 

: 30.05.2026 
AHaJJHTH'leCKHH oTqeT .N2 ,ll,aTa aHaJIHJa 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
,ll,aTa npOH3B0./lCTBa 

: 
ro.lleH ./lO 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0./lCTBeHHaH : MNB/05/263 
HoMep PY 

: JITT-N2(005456)-(Pf-RU) 
JJHQeHJHH .N2 
Analysis performed according to ND:/ AuaJIHJ npoBe.lleH no H)],: JIIl-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH YTBep~eHbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTopn'IHOH ynaKOBKH yTsep*.lleHbI: 17.02.2025 
PL approved: / JIB vrnepmJleH: 15.05.2024 

API name/ HauMeHoBaHHe ACl>C: Cetirizine dihydrochloride / Uernp11J11Ha .u11r11.upox11op11.u 
INN /MHH: Cetirizine / IJ,ernp11311H 
API manufacturer batch number/ BT00-26013 
HoMep cepuu npouJBO.llHTeJIH ACl>C: 
FP Manufacturer API Batch number/ FETA00164, FETA00165 
HoMep cepHH cy6craHQHH npoHJBOAHTeJIH rJICI>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
IlpoHJBOAHTeJib ACl>C, aJJ,pec H cTpaHa: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM I-IH.uacTpHec flpaHBHT JlHMHTe.u, 

Y<rnCTKH N2 174-176, H.,U.A., Eo1111apaM, Cattrape.u.u11 
)lHCTOHKT - 502 325, Xati.uaoa6a.u, lllTaT TenaHraHa, l1H.!1.11SI 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site / Control site / Release site / Formulation Unit-6, Vill. Kho!, Nalagarh Road, Baddi, Distt. 
HanMeHOBaHHe, a.11-pec, JIHU.eH3HH AJIH Solan (HP) 173205, India (license No MNB/05/263). / 
IlpOHJBOACTBeHHaH nnoma.11-Ka / Ilnow.a.11-Ka KOHTpOJIH ,U-p Pe.u.uu'c J1a6oparnp11c JlT.u., 
KaqecTBa / Ilnoma.uKa BhmycKa TipOH3BO.ll.CTBeHHoe no.upa3.ueneH11e-6, B111111. Kxonb, Hanarapx 

Poy.u, Ea.u.u11, ,U11cTpHKT ConaH, X.fl., 173205, HH.11-m1 
(J111u.eHJHS1 N2 MNB/05/263). 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Il HMe'lauue: flpo.uyKT cooTBeTcTByeT T e6osaHHS\M H,ll 3aKJIIO'leHne: O)1,OliPEHO 
Prepared by/ Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
flo.urornsneHo: flposepeHo: flposepeHo (AOK): O.uo6peHo: O6ecne'leH11e Ka'!ecTBa!OTBeTCTBeHHoe n11u_o: 
Rama Kant Pardeep Kumar Amit Kumar 

Date I 
)lam: 30.05.2026 

cl-::-
Date/ 
}lam: 30.05.2026 

Date/ 
)]aTa: 30.05.2026 

Date/ 
.[J:aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys .com 



•·· Dr. 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 

w1,vw.drreddys.corn 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 

Ilpo;:i:yKT: UeTp11H® rn6JJeTKl1, rr0Kpb1Tb1e rrneHO'!HOH o6oJJO'!KOH, 10 Mr 

Market/ Pbrnoic : Russia I Poccm1 

Batch No./ 
V2601058 

Batch Quantity I 50,00,000 tab I 
Cep11H .N'2 

: 
PaJMep cep11u 

: 
50,00,000 Ta6 

Analytical Report No./ 
: 890001884638 

Date of Analysis / 
: 30.05.2026 

AHaJlHTH'teCKHH OTqeT .N'2 ,l.l;aTa auaJ1uJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

)l.aTa npoUJBOJJ:CTBa 
: 

ro;:i:eH JJ:O 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBOJJ:CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(00545 6)-(Pf-RU) 

JlHU,eHJHH .N'2 

Analysis performed according to ND:/ AuaJ1HJ npoBe;:i:eu no H,l.l;: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbI nepBH<tHOii ynaKOBKH YTBep,imeubI: 12.11.2024 
Artworks of secondary package approved: / MaiceTbl BTopu11uoii ynaKOBKH yrnep:1K;:i:eubI: 17.02.2025 
PL approved: / JIB yrnep,imeu: 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». I 
3aKJ1IO'teHue O COOTBeTCTBHH: «HacTOllll\HM ll ITOJJ:TBep)K,nalO, '!TO rrp11Be,neHHall Bblllie 11Hq>OpMaU:11ll llBJJl!eTCll .D:OCTOBepHOH. 11 
TO'-!HOH.. 3Ta cepul! rrpo,nyKU:1111 rrpOH3Be,neHa (BKJJIO'-!al! yrraKOBKY (MapK11pOBKY) 11 KOHTpOJJb Ka'-!eCTBa) Ha Bb[WeyKa3aHHOH 
rrp0113B0.D:CTBeHHOH ITJJOI.1\a.nKe (rrnoma,nKax) B ITOJJHOM COOTBeTCTBl111 C Tpe6oBaHHllMl1 TipaBl1JJ Ha,nJJe)Kameif rrp0113B0.D:CTBeHHOH 

rrpaKTHKH EBpa311i1.cKoro 3KOHOMl1'!ecKoro coI03a (N2 GMP/EAEU/RU/02329-2025 OT 19 ceHTll6pl! 2025 r.) 11 Tpe60BaH11l!M11 
KOHTpOJJll Ka'-!eCTBa JJeKapCTBeHHblX cpe,nCTB, a TaK)Ke B COOTBeTCTBl1H co crreu:11cp11KaU:l1llMl1, co,nep)Kam11Ml1Cll B per11cTpau:uoHHOM 

.D:OCbe CTpaHbl-11MITOpTepa. 3arruc11 no rrp0113B0.D:CTBY, yrraKOBKe 11 aHaJJH3Y rrpoBepeHhI, 11 ycTaHOBJJeuo 11X COOTBeTCTBl1e 
Tpe6oBaHl1llM TipaBHJJ Ha,nJJe)Kameif rrpOH3B0.D:CTBeHHOH rrpaKTl1KH EBpa311HCKOro 3KOHOMH'-!eCKOfO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ110qeuue: Ol{OliPEHO II uMeqauue: TI 

Prepared by I 
Tio,nroTOBJJetto: 

Rama Kant 

Date I 
)lam: 30.05.2026 

o,n KT COOTBeTCTB eT T 

Checked by I 
TipoBepeHo: 

Pardeep Kumar 

~ 
Date I 
.Uarn: 30.05.2026 

e6oBaHHllM H.U 

Checked by (AQA) I 
TipoBepeHo (AOK): 

Amit Kumar 

~ --
Date I 
LJ;arn: 30.05.2026 

Approved by: Quality Assurance/Authorized person/ 
O,no6petto: O6ecrre'!ett11e Ka'-!ecTBalOTBeTCTBeHHoe n11u:o : 

Date I 
.Uarn: 

St11 u lfAJ I 

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

Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 


