Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

| Product : Cetrine film-coated tablets 10 mg
[poxykr: LleTpuH, TabNeTKH, MOKPHITHIE MICHOUHOM 0607104KOH, 10 MI

Batch No / B2401491 Batch Quantity / : 955.000 KG /
| Cepusa No S O6peM cepun 955,000 KI"
Analytical Report No / 2002FP24001158 Date of Analysis / . 14-05-2024 ]
Ananuridaeckuii otyeT No | JlaTa ananusa
Date of Manufacture / 04/2024 Date of Expiry / ¢ 03/2027
Jlata nmpousBoacTBa ['opeH mo

Analysis performed according ND / Ananus nposeaen no HZ: [1 N013283/01-130723

Ne Test / Ilokaszarenn

Result / Pe3yabrarsi

Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie QBOSKOBBIITYKIIBIC
Ta0IETKY, TIOKPHITHIC TNICHOYHOM
060J1014K0} OEIOTO LIBETA, C PUCKOH
Ha ofHo¥ cTopoHe. Ha monepeyrom
paspese simpo 6emoro useTa.

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. / Kpyrnele ABOAKOBBIMYKIIBIC
TabIeTKY, TMOKPBITHIC TUTCHOYHOM
o0omoukoil 6eIOro WM  MOuTH 0OEIoro
BETa, C PUMCKOM Ha OAHOUW cropone. Ha
MONEPEYHOM paspese sapo oT 6ernoro mo
nouty GeIoro BETA.

Remarks : The Product confirms to ND/
[pumeyanne: [lpoaykT cooTBeTcTBYET TpeboBarmsaM H/1

Conclusion : APPROVED /
3akmouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
| [poayxt: LleTpuH, TabICTKH, IOKPHITHIC INICHOUHOH 060510uKoM, 10 Mr

Batch No / ;. B2401491 Batch Quantity / : 955.000 KG /
Cepust No O61em cepun 955,000 KI"
Analytical Report No / : 2002FP24001158 Date of Analysis / » 14-05-2024
| Anasmurraceckuit oTuet No Jlara aHanm3a
Date of Manufacture / ¢ 04/2024 Date of Expiry / v 0372027
Jlara ripousBoAcTBa ['oxcH mo

Analysis performed according ND / Ananus nposeaex mo HJL: I1 N013283/01-130723

2 | Identification. Cetirizine / IloanmuuaocTs. Hertnpusuun

1. HPLC/B3OXX

Complies as prescribed /
CooTsercTByeT TpeOOBAHUAM

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"). / Bpemsi ynepxusaHus
OCHOBHOTO  TNMKA HA  XPOMAarorpamme
HCIILITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BPECMEHH  YACPIKUBAHUA
OCHOBHOTO TIMKA HAa  XpOMarorpamme
pacTtBopa CTaHZAPTHOTO obpasua
LICTUPU3KMHA THAPOXJIOpU A (paznen
«KonuuecTBEeHHOE OMPEACIICHIE) ).

2. UV spectrophotometry /
Y ®-cniekrpodroTomeTpust

Complies as prescribed /
CooTBercTByeT TpeOOBAHISIM

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 42 nm. / Y®-cmekrpsr
MOJIOIIEHKST HCIIBLITYGMOTO  pacTBopa M
pacTBopa CTaHAAPTHOTO obpasua
LETUPU3MHA THAPOXIIOPUAA B 00NacTu ot
200 mo 400 HM JOIDKHEI IMETh MAKCHMYMBI
MOTJIOLICHMST TP OJHOM Y TOH JKEe IHHE
BOJHBI C JOIyCTUMBIM OTKJIOHCHHEM *+ 2
HM.

3 | Water / Boaa

2.7% wiw 1 2,7%

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

4 | Uniformity of dosage units /
OJHOP 0AHOCTH
JA03HPOBAHHA

5.6/5,6

Acceptance value (AV) should be not more
than 15.0 / [loxasatens TIPHEMICMOCTH
(AV) nomxen 6uITh He 6omee 15,0.

Remarks : The Product confirms to ND/

Mpumeuanue: [1poaykt cootBeTcTBYET TpeboBanmiM HJL

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

| Product : Cetrine film-coated tablets 10 mg

[poayxr: LleTpun, TabaeTKH, MOKPHITHIC IVIEHOYHOH 060n04KoH, 10 Mr

Batch No / B2401491 Batch Quantity / : 955.000 KG /

Cepus Neo O61eM cepuu 955,000 KT" N
Analytical Report No / 2002FP24001158 Date of Analysis / 14-05-2024

Amnanurnueckuii otuet No Jlara ananuza

Date of Manufacture / 04/2024 Date of Expiry / 03/2027

Hara mpoussoacTBa ['opeH no

Analysis performed according ND / Ananus nposeaen no H/1: [1 N013283/01-130723

5 | Dissolution / PacrBopenne Unit-1 / Ta6n.-1 100% Not less than 80% (Q) of the labeled amount
= of  C;H,sCIN,O5-2HCI (cetirizine
Unit-2 / Ta6n -2 IGsgs dihydrochloride) after 30 min. / He mewnee
Unit-3 / Ta6u.-3 102% 80 % (Q) oT HOMMHAIBHOIO COAEPIKAHMS
" C2|H25CIN203'2HC1 (I_leTI/IpI/ISI/IHa
0,
Unit-4 / Tabn.-4 99% AMTHIPOXTOPHN) HEPEs 30 My,
Unit-5 / Ta6n.-5 100%
Unit-6 / Tabn.-6 103%
6 |Related Impurities by HPLC/

Popcrentbie IPHUMECH

Impurity A / [Ipumecs A

Impurity B / [lpumecs B

Impurity C / [Tpumecs C

Impurity D / [Ipumecs D

Impurity E / [lpumecs E

Impurity F / [Ipumecs F

Any individual unidentified
impurity / Jlrobas eauHuyHas
HCHUACHTU()HULIUPOBAHHAS
pUMECh

Less than LOQ (LOQ = 0.019%) /
Hypke rpenena KOJMieCTBEHHOTO
orpeaenenws ([IKO = 0,019%)

0.01% /0,01%

Not detected / He oOHapy»xkeHa
Not detected / ve 06Hapyx eHa
0.03% /0,03%

Not detected / He oOHapy>keHa

0.08% / 0,08%

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

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

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

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

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

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

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

Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6omnee 2,0 %
Cymma npumecei

7 | Assay / KosmuecTBeHHOE 9.98 mg /9,98 mr Not less than 9.0 mg and not more than 11.0
onpeaesieHne 99 8% / 99.8% mg C,1H5sCIN,O3-2HCI (cetirizine

dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C2 1 H25C1N203 -2HCI (HeTIfl'pI/BI/IHa
quruapoxiopun) B tabnerke (ot 90 % mo
110 % OT HOMMHAIBHOTO COACPIKAHMS).

Remarks : The Product confirms to ND/
Npumeuanne: [1poaykT cooTBeTcTBYET TpeboBanmsaM HJJ

Conclusion : APPROVED /
3axarouenne: OJ1IOBPEHO
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Uncontrolled Copy

Product : Cetrine film-coated tablets 10 mg
poaykr: Letpun, Tabae 1M, HOKPLITHIE TUIEHOUHOU 000)10MK0MH, 10 Mr

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJIU3A

Batch No / B2401491 Batch Quantity / ¢ 955.000 KG / D
Cepusa Ne i o o O6beM cepum 955,000 KI"

Analytical Report No / : 2002FP24001158 Date of Analysis / 14-05-2024
AHamuTHYECKH 0TueT No Jlata aHanusa

Date of Manufacture / 04/2024 Date of Expiry / 03/2027

Jara nmpouspoacTBa ['ogen no

Analysis performed according ND / Ananus nposesen mo H/L: [1 N013283/01-130723

8

Subdivision of tablets /
OaHOPOAHOCTH MACC NPH
JeJieHiH TabJ1eToK

Complies as prescribed /
CooTtsercTByeT TpEOOBAHISIM

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. /
Tabnetku COOTBETCTBYIOT —TpebGoBaHUsM,
ecniu wHe Oomee | emuHmynHas Macca
OTKIIOHSIETCs 3a Tpeaensl 85 % - 115 % ot
CpeaHeH MacChlL. TabneTxu HE
COOTBETCTBYIOT TPEeOOBAaHMsIM, eciiu Gonee
yeM | MHIMBHIyaIbHAI Macca OTKJIOHACTCS
OT 3TUX [PCACIOB  WIM, ecad |
WHIUBUAYQIbHAs MacCca OTKIOHACTCA 32
nipeneitsl 75 % - 125 % ot cpeseii Maccsl.

Microbiological purity* / Mukpo0uonoru4deckast 4ucrora®

a) Total Aerobic Microbial
Count / O61ee uucio
a3pOOHBIX MUKPOOPTraHU3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / Ob1uee umciao
HpO)K)KeBbIX N ITICCHCBLIX
rpuboB

Not Applicable

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

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
OrcyrcrBue B 1 ¢

Remarks : The Product confirms to ND/
[pumevanne: [lpoaykt cootBeTcTBYST TpeboBaHyaM HJ|

Conclusion : APPROVED /
3ax/mouenne: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
| [poaykr: LleTpuH, TabIeTky, MOKPHITHIC TIICHOWHOH 060moukoH, 10 mr

Batch No / B2401491 Batch Quantity / : 955.000KG /

Cepus Ne O6weM cepun 955000KI" g ol
Analytical Report No / 2002FP24001158 Date of Analysis / 14-05-2024

Ananuruueckuii oTyet No JlaTa ananusa

Date of Manufacture / 04/2024 Date of Expiry / 03/2027

Mara nmponsBoacTBa Fonen no

Analysis performed according ND / Ananus nposeaen o HJL: [1 N013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / [lo
10 TabIeTOK B
MBX/TIBJIX//antoMuHHUEBOM
onuctepe. [lo 2 Gaucrepa BMecTe ¢
MHCTPYKUMCH IO  MPUMCHECHHIO
yIIaKOBAHbI B MAYKY KaPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / [lo 10 Ttabmerox B
[BX/NBAX//amomunmeBom Gructepe. [lo
2 wiu 3 GnucTepa BMECTE ¢ HHCTPYKIMEH 10
[PUMEHCHUIO  YIIAKOBAaHbl B IIa4Ky

KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorBercTeuu ¢ H/|

12 | Storage conditions / At temperature below 25 °C. / [1pu Temnieparype He Boiue 25 °C.
Xpaneuune

13 [ Shelf life / Cpox rognocTn 3 years /3 rona

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / [Ilpoeodumes npouszeooumenem npu 6bINYyCKe REPUOOUNECKLL: ONA
Kaoicoott 20-01i cepuu unu ve mernee 1 pasa 6 200. Iokasamens mooicem Gvims He exmover 6 Cepmuchuxam

AHATU3A PUPMBL.

Remarks : The Product confirms to ND/
Ilpumeyanue: IpogykT coorsercTByeT Tpebosarmsm HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 5 of 6

Printed Date & Time (IST):

15-05-2024 19:45:07




Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy's Q¢

Title

B2401491

Document No.
- Version

QUA-FT02-3202
- 1.0, CURRENT

Approved Date

15-May-2024

Printed By: Prashanth Voladri

Prepared By P00021162 Latha Dasi 15/05/2024
17:05:19
Reviewed And P00034556 V Krishna Nimmakayala|  15/05/2024
Approved By 17:21:38
Approved By QA P00039909 Prashanth Voladri 15/05/2024
19:39:45
Page 6 of 6

Printed Date & Time (IST):  15-05-2024 19:45:07




