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Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Cetrine film-coated tablets
[Tponykr: LleTpuH, TabneTkn, nokpsl

10 mg
ThI€ MJIEHOYHOMN 000a0uYKOol, 10 Mr

Batch No / : B2303028 Batch Quantity / : 955.000 KG /955,000 KT
Cepust Ne Obbem cepuu

Analytical Report No / : 2002FP23002157 Date of Analysis / ¢ 14-09-2023
AHannTuyeckuit oruer Ne Jlara aHanu3a

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026

JlaTa npou3BOACTBa ['oaex no

Analysis performed according ND: / Anasnus nposeaen no HJI: IT NO13283/01-170223

Page 1 of 5/ Crp.1u35

Ne Test / [Toka3zaTean

Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onuncanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible 1BOSIKOBbIMYKJIbIE
TabneTKH, NMOKPLITbIE NJIEHOYHOM!
obosoukoit 6enoro usera, ¢ pUcKoii
Ha oiHOM cTopoHe. Ha nonepeuHom
pazpese spo 6enoro 1BeTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross section.
/ Kpyrnble [ABOSKOBBINYKJble TabaeTKH,
MOKPBITHIE TUIEHOUHOH 060s10uKolt Genoro
UM MOYTH GENOro UBETa, C PUCKOMN Ha OAHOI
cropode. Ha nonepeutom paspese sapo ot
6enoro 10 noytu 6esoro LBeTa.

2 | Identification. Cetirizine / Ilogiuuuocts. ernpusux

1. HPLC/B2XX

Complies as prescribed /
CoorseTcTBYeT TpeOOBAHUSM

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride
reference  standard  solution  (section
"Assay"). / Bpems yaepxuBaHusi OCHOBHOTO
nuKka Ha XpOMaToOrpaMMe UCIbITYEMOro
pacTBopa JO/DKHO COOTBETCTBOBATH BPEMEH U
YAEPXKMUBAHUS ~ OCHOBHOTO  MNMKa  Ha
XpoMaTrorpaMMme pacTBopa CTaHAApPTHOrO
obpasia UeTUpU3iHa ruApoxIopuaa (pasaen
«KomyecTBCHHOC ONPCACACHHUCY).

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorseTcTBYET TpeboBarusam HJJ

Conclusion : APPROVED /
Zakmouenune: OJIOGPEHO

Prepared by / [ToarorosneHo:
D. Latha- Quality Control- Team

Member ‘ g

Checked by / TIposepeto:
N.V. Krishna- Quality Control-
Team Member

Approved by: Manager/Executive /
Opobpeno: Menenxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member ~

d|

Date /Jlata: 16-09-2023

Date /[laTa: 16-09-2023

Date /[laTa: 16-09-2023
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product : Cetrine film-coated tablets 10 mg
[TpoaykT: LleTpuH, TabneTku, NOKpbITbie NIEHOUHOH 0b6onoukol, 10 mr
Batch No / : B2303028 Batch Quantity / +955.000 KG /955,000 KI' '
Cepus Ne - O6bem cepuu
Analytical Report No / : 2002FP23002157 Date of Analysis / : 14-09-2023
AHaNUTHUYECKUH oTYeT Ne Jlata ananuza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Hata npoussoactsa ["oneH no

Analysis performed according ND: / Anaan3 nposeaen no HJ[: [T N013283/01-170223
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2. UV spectrophotometry /
Y®-cnekrpodoTomeTpus

Complies as prescribed /
CootBeTcTBYET TpeOOBaHUSIM

The UV-spectrum of the test solution and the
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. / VY®-cnekrpsl
MOrJOWEHHSl  UCMBITYEMOrO  pacTBOpa M
pacTBopa CTaHAAPTHOrO obpasua
LEeTUpPU3MHA TUIpOXJOpUaA B 00JacTU OT
200 no 400 M AOMKHBI UMETh MaKCUMYMbI
NOTJIOLIEHUsl NpPU OAHOU M TOM xe ASMHE
BOJTHbBI C IOMYCTUMbBIM OTKJIOHEHUEM £ 2 HM.

3 | Water / Boaa

2.8 Y%ow/w / 2,8%

Not more than 8.0 % / He 6osee 8,0 %

4 | Uniformity of dosage units /
OaHOPOAHOCTDb O3UPOBAHHS

The acceptance value (AV) should be less
than or equal to 15.0 / [Ilokasarens
npuemsieMocti (AV) gonxkeH ObiTh He Gonee
15,0.

5 | Dissolution / PacTBopenne

Not less than 80 % (Q) of nominal content of
C,1H35CIN,O5:2HCI (Cetirizine
Dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMUHANBHOIO COAEPMKAHUSA
C21H,5CIN>O5-2HCH (ueTvpusmHa
aurujpoxnopun) yepes 30 MuH.

5.7/5,7
Unit-1/ Ta6an.-1 99%
Unit-2 / Ta6n.-2 101%
Unit-3 / Ta6n.-3 96%
Unit-4 / Tabn.-4 99%
Unit-5 / Ta6n.-5 99%
Unit-6 / Taba.-6 98%

Remarks : TBe Product confirms to ND/
IIpumeuansue: [IponykT cooTBeTcTBYET TpeGoBanusam HJJ

— === |
Conclusion : APPROVED /
3axaouenue: OJOBPEHO

Prepared by / [loarorosnexo:
D. Latha- Quality Control- Team

Member { g

Checked by / [1posepeHo:
N.V. Krishna- Quality Control-
Team Member

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBoauTens
Ajay Kumar- Quality Assurance- Team
Member In

d

Date /Jlara: 16-09-2023

Date /Jlata: 16-09-2023

Date /[1ata: 16-09-2023
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CEPTUOHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[Tpoayxr: LleTpuH, TabaeTkn, NOKPbITbIE MIEHOYHOH 060104KO0H, 10 MI

Batch No / : B2303028 Batch Quantity / : 955.000 KG /955,000 KT
Cepust Ne O6bem cepuu

Analytical Report No / : 2002FP23002157 Date of Analysis / . 14-09-2023
AHannTuyeckuit oTueT Ne Jara aHanuza

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026

[ara npou3BoacTBa ['onen g0
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6 | Related Substances / PoacTBeHHbIe IpuMecH
Impurity A / [pumecs A Less than LOQ (LOQ=0.019%) / Not more than 0.2 % / He 6ounee 0,2 %
> Hwxe npenena koauvecTBEHHOro B
Impurity B / [Ipumecs B onpesenesis (TKO = 0,019%) Not more than 0.2 % / He Gonee 0,2 %
Impurity C / ITpumecs C 0.02% / 0.02% Not more than 0.2 % / He Gosee 0,2 %
Impurity D / ITpumecs D Not more than 0.2 % / He 6onee 0,2 %
- Not detected / 6
Impurity E / [Tpumecs E of detected e obrapyrena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / [pumecs F Not detected / He o6HapyskeHa Not more than 0.2 % / He Gonee 0,2 %
Any individual unidentified || oss than LOQ (LOQ=0.023%) / Not more than 0.2 % / He 6onee 0,2 %
impurity / JlroGasi eAuHUYHAS |1y npeena KOJNYeCTBEHHOrO
HEUACHTHHLUMPOBAHHAS onpeaenenus (IMKO = 0,023%)
npuMech
Not detected / He oGHapy»xeHa
0.07%/ 0,07%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
CymMa npumeceit
7 "As_say / KonnuecTBeHHOE 10.05 mg / 10,05 mr From 90 mg to 1.0 mg of
onpeaeseHue 100.5% / 100.5° C21H,5sCIN2O32HCI (Celirizine
5%/100,5% dihydrochloride) in tablet (from 90.0 % to
110.0 % of  label claim). /
Or 9,0 Mrr 10 11,0 Mmr C2|H25C1N203'2HC1
(ueTupu3MHa AWTUAPOXJIOPUN) B TabneTke
(ot 90 % po 110 % oOT HOMHHANBHOrO
CONEPKAHUS).

Remarks : The Product confirms to ND/
IIpumeqanne: [Ipoaykr coorBeTcTBYET TpeOoBaHusiM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / [ToarorosaeHo:
D. Latha- Quality Control- Team

Member l g

Checked by / I[MposepeHo:
N.V. Krishna- Quality Control-
Team Member

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykosoanTeb
Ajay Kumar- Quality Assurance- Team
Member c/'j

Date /[ata: 16-09-2023

Date /[ara: 16-09-2023

Date /[lata: 16-09-2023
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[TpoayxT: LleTpuH, TabneTkn, MOKPbITHIC NIEHOUHONH obonoukoit, 10 mr

Batch No / : B2303028 Batch Quantity / : 955.000 KG 7 955,000 KI'
Cepust Ne O6bem cepuu |
Analytical Report No / : 2002FP23002157 Date of Analysis / : 14-09-2023

AnanuTuueckuii oruet Neo JlaTa aHanu3a

Date of Manufacture / : 08/2023 Date of Expiry / 1 07/2026

Hara npous3BoacTBa ["opeH ao

Analysis performed according ND: / Anaau3 nposeaen no HJI: IT N013283/01-170223

Page 4 of 5/ Crp. 4m3 5

8 | Subdivision of tablets / Complies as prescribed /
OHOpOAHOCTH Mace NMpH CooTBeTcTBYET TpeOOBaHKSIM
AesieHUH TalJIeTOK

The tablets comply with the test, if not more
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. /
TabneTkn COOTBETCTBYIOT — TpebOBaHHUAM,
ecnu  He Oosee | eauHuyHas wmacca
oTKJsIoHsieTest 3a npeaeds! 85 % - 115 % ot
cpenHeit maccel. Tabnetku He
COOTBETCTBYIOT TpeGoBaHusM, eciu Gosee
yeMm | UHAMBUAYabHAS MAacca OTK/IOHSETCS
OT  3TUX TMpeaAesioB  uau, ecau |
MHAMBUAYaNbHAsS Macca OTKJOHSETCS 3a
npeaenbt 75 % - 125 % ot cpenHell maccbl.

9 | Microbial enumeration tests* / MukpoOuooruyeckas 4ucToTa*

a) Total Aerobic Microbial Not Applicable
Count / O6uiee unciio
a3pOoOHbIX MUKPOOPraHU3MOB

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and Not Applicable
moulds count / ObLuee uucio
JPOXOKEBBIX U MJISCHEBbIX
rpuboB

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

c) Escherichia Coli Not Applicable

Shell be absent in 1 gram /
OtcyrctBue B 1 r

Remarks : The Product confirms to ND/
IMpumeuanne: [Ipoaykr coorsercTByeT TpeGoBaHusaM HJJ

Conclusion : APPROVED /
3akmwouenue: OJIOBPEHO

Prepared by / [loarorosneHo: Checked by / I1posepeHo:
D. Latha- Quality Control- Team N.V. Krishna- Quality Control-

Member ' é Team Member

Approved by: Manager/Executive /
Onobpero: MeHemxep / PykoBoauTenb
Ajay Kumar- Quality Assurance- Team
Member n

Date /TaTa: 16-09-2023 Date /Jlata: 16-09-2023

Date /Jlata: 16-09-2023
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets |

0 mg

[TpoaykT: Lletpun, TabneTky, NOKpbITbIE 11eHOUHON 06ono4koi, 10 mr

Batch No / : B2303028 Batch Quantity / : 955.000 KG /955,000 KI'
Cepust Ne O6bem cepuu

Analytical Report No / : 2002FP23002157 Date of Analysis / : 14-09-2023
Ananurnyeckuii otuet Ne Jara ananusa

Date of Manufacture / : 08/2023 Date of Expiry / . 07/2026

Jara npou3BoacTBa ["oneH no

Analysis performed according ND: / Anaaun3 nposenen no HJL: [1 N013283/01-170223
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10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister, 3 blisters and patient
information leaflet in a carton. / ITo 10
TabMETOK B
[IBX/TIBJIX//antoMuH1EeBOM
Onucrepe. 3 Onucrepa BMecTe C
WHCTPYKLUMEH MO  [PUMEHEHHIO
yNaKoBaHbl B NA4KY KaPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnetrok B
[IBX/TIBAX//antomunueBom Guucrepe. llo
2 nnun 3 6nuctepa BMECTE C UHCTPYKLIMEH MO
NPUMEHEHMIO  YMakoBaHbl B Ma4Ky
KapTOHHY!O.

11 | Labeling / MapkupoBKka According to ND / B coorserctauu ¢ HJ|

12 | Storage conditions / At temperature below 25 °C. / ITpu TemnepaType He Bbiwue 25 °C.
Xpanenue

13 | Shelf life / Cpok roanoctn 3 years /3 rona

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The

parameter may be absent from t

he Company's certificate of analysis. /

* - [IpoBOaAMTCS MPOM3BOAMTEEM NPH BIMYCKe NEPHOAUYECKH: Aasl Kaxaol 20-0ii cepuH HIN He MeHee
1 pa3a B roa. [lokazaTteib MoXeT ObITh He BKJIOYEH B cePTUPUKAT aHAIN32 (PHPMBbI.

Remarks : The Product confirms to

ND/

Ipumeuanne: [1poaykT coorBeTcTBYET TpeboBaHusiM HJJ

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by / [ToaroroeneHo:
D. Latha- Quality Control- Team

Member ! rz

Checked by / [1poBepeHo:
N.V. Krishna- Quality Control-
Team Member

Approved by: Manager/Executive /
Opobpero: Menemxkep / Pykosoautenn
Ajay Kumar- Quality Assurance- Team

Member ~

Date /[ara: 16-09-2023

Date /Tlara: 16-09-2023

Date /Jlata: 16-09-2023




