Qe
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[Mpoayxr: LleTpun, TabneTky, NOKpbITble NEHOUHON 060n0uKoH, 10 mr

Batch No / : B2303028 Batch Quantity / : 955.000 KG /7 955,000 KI"
| Cepust Ne O6bem cepun

Analytical Report No / : 2002FP23002157 Date of Analysis / : 14-09-2023

AHanuTuueckuid otuet Ne Jata aHanu3a

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

Hata npoussoacTea ["ogeu no

Analysls performed according ND: / Anaaus nposeaen nmo HJI: TT1 N013283/01-170223

Page 1 of S/Crp.1u3 5

No Test / Ilokazarenn Result / PesyabraThl Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film- | White or off-white colored, round, biconvex
coated tablets with a break line on film-coated tablets with a break line on one
one side. White core on cross section. | side. White to off-white core on cross section.
/ Kpyrable ABOSIKOBbINYKJIblE / Kpyrnele [1BOSIKOBBIMYKblE TabNeTKH,
TabJaeTKU, NOKPbIThIE MJIEHOYHOM MOKpPbITbIE MICHOYHOU 0Oos0oukoil 6enoro

obonoukoit 6enoro usera, ¢ pUCKOi | WM MOYTH 6€10ro UBETA, C PUCKO Ha OHOI
Ha o/iHoO#i ctopore. Ha nonepeuHom | ctopoHe. Ha nonepeyHoM paspese sapo ot

paspese sapo 6enoro LBeTa. 6enoro o noyry 6enoro UBETA.
2 | Identification. Cetirizine / Iloganunocrs. HleTupusun
1. HPLC/B2XX Complies as prescribed / The retention time of the main peak in the
CooTseTcTBYET TpeOOBaHKAM 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 yaepuBaHus OCHOBHOI'O
NnUKa Ha XpOMarorpamme UCHbITYEMOro
pacTBOpa AOKHO COOTBETCTBOBATH BPEMEHU
yICPXKHBaHHSI ~ OCHOBHOrO  MHKAa  Ha
XpoMaTorpaMme pacTtBopa CTaHAAPTHOro
ofpazua ueTupusruHa ruapoxaopuaa (pasaesn
«KonnuecTBeHHOE onMpeaeeHue).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuyanue: [Ipoaykt coorBeTcTByeT TpeGopaHusm HJI 3aknouenne: OJJOBPEHO
Prepared by / [loarorosJieno: Checked by / I[TposepeHo: Approved by: Manager/Executive /
D. Latha- Quality Control- Team N.V. Krishna- Quality Control- Opnobpeno: Menemxkep / PykosoauTesns
Member Team Member g Ajay Kumar- Quality Assurance- Team

%L' Member N

«J

Date /[lata: 16-09-2023 Date /[Jata: 16-09-2023 Date /[laTa: 16-09-2023




Qe
Dr.Reddy’s €s®

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
ITponaykt: LleTpuH, TabneTky, MOKPbITbIE MJIEHOUYHOH 00004KOH, 10 Mr

Batch No / : B2303028 Batch Quantity / 1 955.000 KG / 955,000 K[
Cepus Ne O6bem cepuu

Analytical Report No / : 2002FP23002157 Date of Analysis / 1 14-09-2023
AHanutHyeckuit otueT No Jlara ananuza

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

Jlara npoussoacTsa

INoneu no

Analysis performed according ND: / Anaaus nposeaen no HJL: 11 NO13283/01-1/0223

Page 2 of S/ Crp. 2 u3 5

2. UV spectrophotometry /
Y®-cnekrpodoromeTpus

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUSAM

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®d-cnekrpsl
[OrJIOLIEHUST MCMBITYEMOTO  pacTsopa M
pacTtBopa CTaHJApPTHOTO obpasua
LETUpU3UHA TUAPOXJIOpUIA B 00JACTH OT
200 10 400 HM AOMKHBI HMETh MaKCUMYMbI
MOTJIOIEHHS. NIPH OAHOW W TOM Xe a/uHE
BOJIHbI C OMYCTUMbIM OTKJIOHEHHEM + 2 HM.

3 | Water / Boaa 2.8 Y%ow/w / 2,8% Not more than 8.0 % / He Gouiee 8,0 %
4 | Uniformity of dosage units /| 5.7/5,7 The acceptance value (AV) should be less
OaHOPOAHOCTD JO3UPOBAHHSA than or equal to 15.0 / Tlokasarens
npuemsiemoctd (AV) gonxeH ObIThb He Oonee
15,0.
5 | Dissolution / PacTBopenne Unit-1/ Tabs.-1 99% Not less than 80 % (Q) of nominal content of |
5 C21H25CIN,O3-2HCI (Cetirizine
=) . 0,
Lnit=2efaoi. 2 1 Dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 96% 80 % (Q) OT HOMHHANBHOrO CONEPXKAaHMS
Unit-4 / Tabn.-4 99% C11H25CIN,O3-2HCI (LleTl/lpI/ISI/lHa
auruapoxiopunl) uepes 30 muH.
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 98%

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykr coorsercTByeT TpeboBaHusiM HJT

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

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

Member t g

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

Approved by: Manager/Executive /
Onob6pero: Menemxkep / PykosoauTes
Ajay Kumar- Quality Assurance- Team
Member ~

Date /Jlata: 16-09-2023

Date /JTata: 16-09-2023

Date /[ara: 16-09-2023




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[Tpoaykt: LleTpuH, TabseTku, MOKPbITHIE NAEHOYHOH 060n0UKOl, 10 Mr

Batch No / : B2303028 Batch Quantity / : 955.000 KG /955,000 KI"
Cepust Ne Obbem cepun

Analytical Report No / : 2002FP23002157 Date of Analysis / 1 14-09-2023
AHanuTuyeckuii oryet Ne Hata aHanuza

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

Jarta npou3BoicTea ['onen go

Analysis performed according ND: / Anaaus nposenen no HJL: 11 NOI3283/01-170223

Page3of 5/Crp.3u3 5

6 | Related Substances / PoacTBeHHble npumecH

Impurity A / ITpumecs A

Impurity B / [1prmecs B

Impurity C / ITpumecs C

Impurity D / [Tpumecs D

Impurity E / [Tpumecs E

Impurity F / [Tpumecs F

Any individual unidentified
impurity / JlroGast eanHu4Has
HeueHTH (UL POBAHHAS
MpUMeECh

Less than LOQ (LOQ=0.019%) /
Hnxe npeaena konu4ecTBEHHOro
onpeaenenus (ITKO = 0,019%)

0.02% / 0,02%
Not detected / He o6HapyxeHa
Not detected / He oGHapyxeHa
Less than LOQ (LOQ=0.023%) /

Huxe npeaena KOJMYECTBEHHOTO
onpeaenenus (ITKO = 0,023%)

Not detected / He oGHapyxeHa

0.07%/ 0,07%

Not more than 0.2 % / He Gosee 0,2 %

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

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

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

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

Not more than 0.2 % / He 6o.ee 0,2 %

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

Total impurities /
Cymma npumecei

0.1%/0,1%

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

7 | Assay / KosinyecTBeHHOE
onpeaesieHue

10.05 mg /10,05 mr
100.5% / 100,5%

From 90 mg to 11.0 mg of
C21H25sCIN,O5-2HCI (Cetirizine
dihydrochloride) in tablet (from 90.0 % to
110.0 %  of label claim). /
Ot 9,0 mr go 11,0 mr C;HasCIN,O;-2HCI
(ueTvpu3MHa AMCMAPOXJIOpUA) B TabneTke
(ot 90 % no 110 % or HOMHHanBHOro
COLEPKAHUSA).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: [IpoayxT coorsercTByeT TpeboBanusam HJI

3akmwuenue: ONOBPEHO

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

Member \ g )

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

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoautesns
Ajay Kumar- Quality Assurance- Team
Member VLT

Date /[JaTta: 16-09-2023

Date //TaTa: 16-09-2023

Date /[lata: 16-09-2023




[ X
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[Tpoaykr: LleTpuH, TabneTku, NOKPbITbIE NJeHOUHON 060onoukor, 10 mr

.

Batch No / : B2303028 Batch Quantity / : 955.000 KG 7 955,000 KT
Cepust Ne O6beM cepru

Analytical Report No / : 2002FP23002157 Date of Analysis / . 14-09-2023
AHanuTuyeckui otuer Ne Jara aHanusa

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

Jlata npo13BOJCTBA [opeH o

Analysis performed according ND: / Anasin3 nposeged mo HJL: 11 NU13283/01-170223

Page 4 of S/ Crp.4u3 5

8 | Subdivision of tablets /
OpHOpoAHOCTH Mace NpH
JeJIeHHH Ta0eTOK

Complies as prescribed /
CooTBeTcTBYeT TpeGOBaHHUSIM

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 —TpeGOBaHUAM,
ecnii He Oonee |  enuHuuHas macca
oTKIOHsIETCS 3a npenenbt 85 % - 115 % or
cpeaxeit Macchl. Tabnerku He

COOTBETCTBYIOT TpebGoBaHUsIM, ecau Gosee
yeM | MHAMBUAYabHAS MAcca OTKJIOHSETCH
OT 3TUX TMpeaesioB  uau, ecad |
WHAMBUOYaNbHAS Macca OTK/IOHSETCS 3a
npeaenst 75 % - 125 % ot cpeaHeii maccel.

9 | Microbial enumeration tests* / MukpoGuoJoruyeckass YHCTOTA*

a) Total Aerobic Microbial
Count / Obuuee uucno
a’pOOHBIX MUKPOOPTraHU3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / O6utee uucno
JIPOMOKEBBIX U MIECHEBbIX
rpubos

Not Applicable

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

c) Escherichia Coli

Not Applicable

Shell be absent in 1 gram /
OrcytrcTBUE B I T

Remarks : The Product confirms to ND/
[Ipumeuanue: [Ipoaykt coorsercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

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

Member | g; )

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

Approved by: Manager/Executive /

Opobpeno: Menemxkep / PykosoauTedb
Ajay Kumar- Quality Assurance- Team
Member

n

Date /Jata: 16-09-2023

Date /[dara: 16-09-2023

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

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[Ipoaykr: Lletpun, TabeTku, NOKPbITbIE NIEHOYHOW 000104KO#, 10 Mr

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

Analytical Report No / : 2002FP23002157 Date of Analysis / : 14-09-2023
AHanuTH4ecKuii oTueT No JlaTa aHanu3a

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

Jlata npouspoacTsa ["ogeH no

Analysis performed according ND: / Anasau3 nposeaen mo HJL: 11 NU13283/01-170223

Page Sof S/Crp.5u3 5

10 | Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 3  blisters and patient
information leaflet in a carton. / ITo 10
TabneTok B
[MBX/TIBAX//antomuH1eBoM
Onucrepe. 3 Oauctepa BMecTe C
UHCTPYKUMEH N0  NpUMEHEHUIo
ynaKoBaHb! B Ma4Ky KapTOHHY!O.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabneroxk B
[BX/TIBJIX//antomuuneBom 6Gauctepe. [lo
2 uau 3 6aucTEpa BMECTE C MHCTPYKUHWEH 110
NPUMEHEHUIO  YMAKOBaHbl B MAukKy
KapTOHHYIO.

11 | Labeling / MapxkupoBka

According to ND / B cootBetcTBrM ¢ HJ]

12 | Storage conditions /
XpaHeHue

At temperature below 25 °C. / [Ipu Temneparype He Boille 25 °C.

13 | Shelf life / Cpox roanoctu

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 the Company's certificate of analysis. /
* - [IpoBOAHTCH NMPOU3BOANTEIEM MPU BbIMYCKe MEPUOAMUECKH: A5 KaxAoii 20-0ii cepHu MM He MeHee
1 paza B roa. loka3zaTe/1b MOXkeT GbITH He BKIIIOYEH B CepTHPHKAT aHAIH32 PUPMBL.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBercTBYET TpeboBaHusmM HJ

Conclusion : APPROVED /
3axmouenune: OAOBPEHO

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

Member ‘ g

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

Approved by: Manager/Executive /
Opnobpeno: Menenxep / PykoBoauTens
Ajay Kumar- Quality Assurance- Team

Member ~
e

Date /[lata: 16-09-2023

Date /JTaTa: 16-09-2023

Date /Jlata: 16-09-2023




