Ulivuniuuleu voupy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[Mpoaykr: Lierpun, 1a61eTki, NOKPLITHIE MIEHOUHOH 060104KOH. 10 Mr

Batch No / : B2401159 Batch Quantity / : 955.000 KG /
| Cepust Ne 065beM cepHH 955.000 KT’
Analytical Report No / : 2002FP24000961 Date of Analysis / : 15-04-2024
Ananuraueckuii otyet Ne Jlara ananuza
Date of Manufacture / : 0372024 Date of Expiry / : 022027
ara MpOU3BOACTBA ['oneH no
Analysis performed according ND / Ananus nposeaen mo HJI: ITN013283/01-130723
Ne Test / [loxazaTenn Result / PesynbTaTsl 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
/ Kpyrasic JBOSIKOBBIITYKIBIC section. / Kpyraele aABoskoBuLimyxiLie
TaOJICTKH, ITOKPBITHIC INIEHOYHOH TaONeTKY, TIOKPBITBIE IUIEHOYHOM
060510uKOH 6E0ro 1BETA, C pUCKOH | oOonouKoi Oemoro HMmd  moytd  Genoro
Ha oxHOl cTopoHe. Ha monepeynoM | mBera, ¢ pHCKOH Ha OAHO¥M ctopome. Ha
paspese AApo Genoro LBETA. NONCPEYHOM paspese SApo ot 6enoro Ao
poutH 6eNoro nBeTa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITpoaykr cooTBeTcTBYET TpeOoBanmsam HJL 3axarouenne: OIOGPEHO

WI-GLOB-QA-0669-2.0
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Ulicunitulicu voupy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Mpoayicr: Lietpun, taGuerii, MOKPLITHIC MICHOYHOR 0D0I04KOI, 10 mMr

Ratch No / : B2401159 Batch Quantity / : 955.000 KG/
Cepus Ne O6beM cepin 955.000 KI'
Analytical Report No / : 2002FP24000961 Date of Analysis / 0 15-04-2024
Ananutuueckuii oTyeT Ne Jlara ananusa

Date of Manufacture / 1 03/2024 Date of Expiry / . 02/2027
JlaTa mpou3BoACTBa l'oen a0

Analysis performed according ND / Ananus nposesen o HJI: ITTN013283/01-130723

2 | Identification. Cetirizine / llognnuuocre. Llerupusnx

1. HPLC/B3XX

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHMAM

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"). / Bpemst ymepxuBanus
OCHOBHOTO IIMKA HAa  XpOMarorpaMme
HCITBITYEMOTO pacTBopa JIOTDKHO
COOTBETCTBOBAaTh BPEMEHH  YACPKHUBAHUSA
OCHOBHOIO IIHKA HAa  XpoMarorpamme
pacTBopa CTaHJAPTHOTO obpasna
LETHPU3HHA THAPOXJIOpHAA (pazpen
«KomuuecTBEHHOE ONPEACIICHUE).

2. UV spectrophotometry /
Y ®d-criexrpodoTomeTpus

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHUAM

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®-cnekrps
HOIJIOIICHUS HCIBITYEMOTO pacTBopa U
pacrBopa CTaHJAPTHOTO obpa3ua
LNETUPU3MHA T[HAPOXJIOpHAa B OONacTu OT
200 o 400 HM HOKHB UMETh MAaKCUMYMBI
IOrJIOMICHUS TIPU OJHOM M TOM K€ AJIMHE
BOJHBI C JOIYCTHMBIM OTKJIIOHCHHEM *+ 2
HM.

3 | Water / Boaa

2.6% wiw / 2,6%

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

4 | Uniformity of dosage units /
OaHopoaHOCTD
AO03HPOBAHHSA

3.5/3,5

Acceptance value (AV) should be not more
than 15.0 / Tloxazarens HPUEMIIEMOCTH
(AV) momxen ObiTh He Gonee 15,0,

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoaykr coorBeTcTBYET Tpebonanmam HIL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

| Hpoayier: Lierpun, Tabnerki, nOKPHITEE NIEHOYHOH 0D0N0'KOI, 10 mMr
Batch No / : B2401159 Batch Quantity / : 955.000 KG/
Cepust Ne O6beM cepun 955.000 KI'
Analytical Report No / 2002FP24000961 Date of Analysis / 15-04-2024
AHanurnueckui otuet Ne Jlara aHamu3a
Date of Manufacture / : 03/2024 Date of Expiry / 02/2027
Jara npoussoacTsa l'osen 10

Analysis performed according ND / Anamus nposeaen no HJT: TI N013283/01-130723

5 | Dissolution / PacrBopenue

Unit-1/ Tabn.-1 99%
Unit-2 / Tabmn.-2 99%
Unit-3 / Tabn.-3 99%
Unil-4 / TaGu.-4 100%
Unit-5 / Tabmn.-5 99%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amount
of C,1H;5CIN,,05-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHMHANBHOIO COACPIKAHHUS
C2|H25C1N203‘2HC1 (I_[CTI/l'pI/I3I/IHa
Juraapoxopun) yepes 30 Mun.

6 |Related Impurities by HPLC/
PojcreeHnbie MpHMecH

Impurity A / Ilpumecs A

Impurity B / ITpumecs B

Impurity C/ Ilpamecs C

Impurity D / [lpumecs D

Impurity E / ITpumecs E

Impurity F / [Tpumecs F

Any individual unidentified
impurity / JIxobas exuHH4HASA
HEUACHTH(HHIUPOBAHHAS
[pUMECh

Total impurities /
Cymma mpumeceit

Not detected / He oOHapyxeHa

Less than LOQ (LOQ =0.010%) /
Hwke mpeaena KOMM4eCTBEHHOIO
onpeaenenus (ITKO = 0,010%)

Not detected / He oOHapyxeHA

Less than LOQ (LOQ = 0.003%) /
Hroke npeaena KOTHYECTBEHHOTO
onpenencuus (IIKO = 0,003%)

0.02% / 0,02%
Not detected / He oGHapyxkeHa
0.08% /0,08%

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

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

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

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

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

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

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

0.1%/0,1%

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

7 | Assay / KonnuecTBeHHOe
onpejesieHHe

10.04 mg / 10,04 mr
100.4% / 100,4%

Not less than 9.0 mg and not more than 11.0
mg C2]H25C1N203 -2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr mo 11,0 mr
C21H25C1N203'2HC1 (I.IeTI/l'pI/I3I/IHa
auruapoxiopun) B tadbnerke (ot 90 % no
110 % OT HOMUHATBHOTO COACPKAHMS).

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoayxr coorBercTByeT Tpeboparmsiv HIL

Conclusion : APPROVED /
3axsmrouenne;: ONOBPEHO

WI-GLOB-QA-0669-2.0
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UILILULILTOUNIEU VOUpPY

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

'__P_roduct : Cetrine film-coated tablets 10 mg

Mpomyxr: Llerpun, TabaeTki, NOKPITHIC IICHOYHOM 060on0ukoi, 10 Mr

Batch No / : B2401159 Batch Quantity / : 955.000 KG/
Cepus Ne O0bem ceprn 955,000 KI"
Analytical Report No / 2002FP24000961 Date of Analysis / 15-04-2024
Ananurnueckuit oTuet No Jlara ananu3a

Date of Manufacture / : 0372024 Date of Expiry / 02/2027
Jata nmpon3BoacTBa ['oseH 40

Analysis performed according ND / Ananu3 nposeaen no HJI: ITN013283/01-130723

8 | Subdivision of tablets /
OaHopoaAHOCTH MACC IIPH

JeseHUH Ta0JeToK

CooteeTcTBYET TPEeOOBAHUAM

Complies as prescribed /

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. /
TabaeTkH COOTBETCTBYIOT —TpeOOBAHMSM,
ecni He Oonee 1 exuHuuHas Mmacca
OTKJIOHSIETCsI 3a mpenensl 85 % - 115 % or
cpeaHeH MaccHl. Tabnerxn HE
COOTBETCTBYIOT TpeOOBaHMsM, eciu Oosee
yeM | MHAMBHAYATbHAS MACCa OTKIOHSCTCS
OT OTHX TpeAenoB wiuM, ecmm 1
WHIVBHAYaJbHAS Macca OTKIOHACTCA 3a
npeaenst 75 % - 125 % ot cpeaHeit Macchl.

Microbiological purity* / MuxkpoGuonorudyeckas 4ucTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Ob1iee uucio He 6onee 1000 KOE/r
a3pOGHBIX MUKPOOPTaHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / Obwiee uucio He 6omnee 100 KOE/r
APOKIKEBBIX U IIECHEBBIX

rpuOOB

c) Escherichia Coli Not Applicable Shell be absent in 1 g/

OrcyrcrBue B I T

Remarks : The Product confirms to ND/

Ipumeuanue: [TpoayxTt coorBeTcTBYET TpeboBanmsm HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Cetrine {ilm-coated tablets 10 mg

| Npoaysr: Llerpun, TaGieTil, NOKpPbITHE MIEHOYHON 060:104K0if, 10 Mr
Ratch No / : B2401159 Batch Quantity / : 955.000 KG /
Cepug Ne Q6bem cepun 955,000 KI*
Analytical Report No / 2002FP24000961 Date of Analysis / 15-04-2024
| AHauTHYECKHH 0T4eT No Jara apanusa
Date of Manufacture / : 03/2024 Date of Expiry / 02/2027
JHara npoussoacTsa | 'ouen a0

Analysis performed according ND / Ananus nposeaen no HJI: T1 N013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 TabneToK B
TMBX/TIBAX//anroMuanEBOM
6mucrepe. [To 3 Gmucrepa BMECTE C
HHCTPYKLHEH IO  IPHUMEHCHHIO
YIAKOBAHBI B MIAYKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 rtaGmerok B
MBX/TIBAX//amomunuerom Gaucrepe. [lo
2 ynu 3 GnucTepa BMECTE C MHCTPYKLHUCH 110
NPUMCHEHHMIO ~ YIAKOBAHBI B MAdvkKy
KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorserctum ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype se Beime 25 °C.
XpaHeHune

13 | Shelf life / Cpok roanocrn 3 years / 3 roga

UlILUIN It ulicu woupy

*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 / [Ipoodumcs npousgoOumenem npu 6bINycke NEPUOOUYECKU. ONsl
Kkaoweooti 20-0ii cepuu unu ve menee 1 pasa ¢ 200. [lokasamens modem boims e exniover ¢ Cepmuguxam

AHANU3A PuUpMbL.

Remarks : The Product confirms to ND/
TTpumeuanue: Ilpoaykr coorsercTByeT TpeboBanuam H/L

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

B2401159

Title

Document No. | QUA-FT02-3126
- Version _ 1.0, CURRENT

Approved Date | 15-Apr-2024

Prepared By P00021162 Latha Dasi 15/04/2024
20:54:38

Reviewed And P00043828 A Susmitha 15/04/2024
Approved By 21:18:09

Approved By QA P00039909 Prashanth Voladri 15/04/2024
21:38:38
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