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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIUM3A

Product : Cetrine film-coated tablets 10 mg
| Mpoaykr: Lierpun, Tabnerku, NOKPbITHIE NNeHO4HOH 0605104KoM, 10 Mr

Batch No / : B2302389 Batch Quantity / : 955.000 KG / 955,000 KI”
Cepus Ne Obbem cepun

Analytical Report No / 1 2002FP23001787 Date of Analysis / : 30-07-2023
AHanuTuyeckuil otuet Ne JlaTa ananusa

Date of Manufacture / : 06/2023 Date of Expiry / : 05/2026

Hata npounsBoacTsa ["oneH fo

| Analysis performed according ND: / Anasnn3 nposegen no HJI: I1 NO13283/01-170223

Page 1 of S5/ C1p. 1u3 5

Ne Test / Iloka3zaTesb

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrable ABOSKOBBIMYKJIbIE
TabETKH, MOKPBIThIE TJEHOYHOM
06oJo4Koit 6esoro uBerTa, ¢ pUCKOi
Ha ofiHOM cTopoHe. Ha nonepeuHom
paspese sapo 6eoro uBeTa.

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.
/ Kpyrable ABOSIKOBbINMYKJbie TabNETKH,
NOKPbITbIE TMJIEHOYHOH 000s0UuKOl Genoro
WK Mo4TH 6€10ro uBeTa, C pUCKOit Ha 0HOMM
cropoHe. Ha nonepeyHom paspese siapo ot
6esoro A0 nouty 6eoro UBeETa.

2 | Identification. Cetirizine / ITogaunnocts. lleTupnsun

1. HPLC/B2XX

Complies as prescribed /
CootsetrcTByeT 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"). / Bpems ynepxuBaHusi OCHOBHOIO
MMKa Ha XpOMAaTorpaMMme MCHbITYEMOro
pacTBopa JOKHO COOTBETCTBOBATH BPEMEHHU
yAEpXKUBAHUS ~ OCHOBHOrO  MWKa  Ha
XpomarorpaMme pacTBopa  CTaHAapTHOro
obpasiia ueThupu3nHa rugpoxiopuaa (pasaen
«KonruecTBeHHOE OMpEACaCHHUEY).

Remarks : The Product confirms to ND/
IMpumeuanune: [Ipoaykt coorBeTcTByeT TpeboBaHusmM HJ{

Conclusion : APPROVED /
3aknaouenue: OJJOBPEHO

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

Member A g

Checked by / TposepeHo:
T. Venkata Ramana- Quality
Control- Teay Member

ho

Approved by: Manager/Executive /
Onobpero: Menemkep / PykosoauTens
K. Narayana Swamy- Quality Assurance-
Team Member

Date /[lata: 31-07-2023

Date /Jlata: 31-07-2023

Date /{ata: 31-07-2023




Dr. Réddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[TpoaykT: LleTpun, TabieTku, NOKPbITHIE MACHOUHOH oboaoukoit, 10 mr

Batch No / : B2302389 Batch Quantity / : 955.000 KG /955,000 KT
Cepus Ne O6bem cepuu

Analytical Report No / : 2002FP23001787 Date of Analysis / : 30-07-2023
AHanutuueckuit otyet No JlaTa aHanu3a

Date of Manufacture / : 06/2023 Date of Expiry / : 05/2026

Jlata npou3BoJcTBa ["ozeH 1o

Analysis performed according ND: / Anasns nposeaen no HJI: [1N013283/01-170223
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2. UV spectrophotometry /
Y®-cnekrpodoTomMeTprs

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®-cnekrpsl
Or/IOLWIEHUS  UCMbITYEMOrO  pacTBopa M
pacrtBopa CTaHAapTHOrO obpasua
UETUPU3NHA TUIOPOXJIOpUAA B 06JacTH OT
200 po 400 HM JOMKHBI UMETb MaKCUMYMbl
NOrNOIWEHUS NP OAHON U TOM e JIuHE
BOJIHbI C 10MTYCTUMbIM OTKJIOHECHUEM + 2 HM.

3 | Water /Boaa

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

4 | Uniformity of dosage units /
OaHOpPOAHOCTH J03HPOBAHMA

The acceptance value (AV) should be less
than or equal to 150 / TIlokazarenn
npuemaemoctu (AV) aomkeH ObiTh He Gonee
15,0.

5 | Dissolution / PacTBopeHHe

3.4 Y%w/w / 3,4%

39/3,9
Unit-1/ Ta6n.-1 99%
Unit-2 / Tabn.-2 98%
Unit-3 / Ta6n.-3 100%
Unit-4 / Tabn.-4 98%
Unit-5 / Tabn.-5 99%
Unit-6 / Ta6a.-6 100%

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBaHusam HJI

Not less than 80 % (Q) of nominal content of
C21H2sCIN2O5-2HCI (Cetirizine
Dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMUHANBHOTO COAEPXKAHHS
C2|H25C|N203'2HC1 (LleTMpl/Bl/lHa
auruapoxaopun) yepes 30 MuH.

Conclusion : APPROVED /

3aknouenue: OJJOBPEHO

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

Member :
g

Checked by / ITposepeHo:
T. Venkata Ramana- Quality
Control- Tean& Member

|

o

Approved by: Manager/Executive /
Onobpero: Menemkep / Pykosoaurens
K. Narayana Swamy- Quality Assurance-

Team Member /\%

Date /JlaTa: 31-07-2023

Date /Jara: 31-07-2023

Date /[ata: 31-07-2023
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Dr.Reddy’s ‘_.o.

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

| Product : Cetrine film-coated tablets 10 mg

Mpoaykr: Lierpun, TabieTku, nokpbITbie MeHOUHOH 060104K0#, 10 Mr

Batch No / : B2302389 Batch Quantity / : 955.000 KG /955,000 KI'
 Cepus Ne Obbem cepun
Analytical Report No / : 2002FP23001787 Date of Analysis / : 30-07-2023
AHanuTtuueckuid oTueT No JlaTta aHanu3a
| Date of Manufacture / : 06/2023 Date of Expiry / 1 05/2026
Jlata npou3BOACTBA ["ogeH a0

Analysis performed according ND: / Anaau3 nposegen no H)L: 11 NO13283/01-170223
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Related Substances / PogeTBeHHbIe NPHMeECH

Impurity A / ITpumecb A

Impurity B / [Tpumecs B

Impurity C / I[Tpumecs C

[mpurity D / [Tpumecs D

Impurity E / Ilpumecs E

Impurity F / [Tpumecs F

Hel/l,[leHTl/l(bl/l LHUpOBaHHas
MpUMECH

Any individual unidentified
impurity / JlroGas eguHnuHast

Not detected / e obHapyxena

Not detected / He obOHapyxeHa

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa
0.04% /0,04%

Not detected / He oOHapyxeHa

0.13%/ 0,13%

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

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

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

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

Total impurities /
Cymma npumeceii

0.2%/0,2%

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

7 | Assay / KoinuecTBeHHOE
onpejeneHue

10.03 mg/ 10,03 mr
100.3% / 100,3%

From 9.0 mg to 11.0 mg of
C2/H25CIN20O3-2HCI (Cetirizine
dihydrochloride) in tablet (from 90.0 % to
110.0 %  of label claim). /
Or 9,0 MIr 10 11,0 Mmr C21H25C1N203'2HC1
(ueTupusuHa aUruapoxJopun) B TabseTke
(ot 90 % mo 110 % OT HOMMHANBLHOrO
CoePKaHU).

Remarks : The Product confirms to ND/
IMpumeuanue: IlponykT cooTBeTcTBYET TpeOoBaHusaM HJJ

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

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

Member k,gf’_

Checked by / IposepeHo:
T. Venkata Ramana- Quality

Control- Teamjl\;ember

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTens
K. Narayana Swamy- Quality Assurance-

Team Member r\%

Date /ata: 31-07-2023

Date /[lata: 31-07-2023

Date /data: 31-07-2023




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
| [Tpoaykr: LleTpuH, TabneTky, NOKPbITbIE MIEHOUHOH 00010uKOMH, 10 Mr

Batch No / : B2302389 Batch Quantity / 1 955.000 KG / 955,000 KT
Cepus Ne O6bem cepuu

Analytical Report No / : 2002FP23001787 Date of Analysis / : 30-07-2023
AHanuTHYeCKnii oTueT No JlaTta aHanu3a

Date of Manufacture / : 06/2023 Date of Expiry / : 05/2026

JlaTta npousBoacTsa ['oneu no

| Analysis performed according ND: / Ananm3s nposeaen mo HJI: [T N013283/01-170223
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Subdivision of tablets /
OaHOpPOAHOCTH MACC NIPH
JejleHUH Ta0JIeTOK

CootseTrcTByeT TpeOOBaHUIM

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. /
TabneTku COOTBETCTBYIOT TpeGOBaHUSAM,
eciy He Oonee 1 eauHM4yHas Macca
OTKJIOHSieTCS 3a npeaensl 85 % - 115 % ot
cpeaHeit Macchbl. Tabaerku He
COOTBETCTBYIOT TpebOBaHUsIM, eciu Oonee
yeM | WHAMBUAYaJbHAS Macca OTKJIOHSETCS
OT  ATUX  TpefleNloR  uiu, ecan |
WHAMBHIYaNbHAs Macca OTKJIOHSETCS 3a
npeaedst 75 % - 125 % ot cpenHeii maccbi.

Microbial enumeration tests* / MukpoGuoJiornyeckast HucToTa*

a) Total Aerobic Microbial
Count / O61ee uncao
a’pOOHbIX MUKPOOPraHU3MOB

Less than 10 CFU/g/
Metee 10 KOE/r

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

b) Total Combined Yeast and
moulds count / O6ulee 4ucio
JPOXCOKEBBIX U MJ1ECHEBBIX
rpuboB

Less than 10 CFU/g/
Menee 10 KOE/r

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

¢) Escherichia Coli

Absent in | gram /
OtcyrctByerB 1 I

Shell be absent in 1 gram /
OrcyrctBue B I ¢

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykr coorBetcTBYeT TpeboBaHusiM HJ|

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Prepared by / Iloarorosnexo:
D. Latha- Quality Control- Team

Member

Checked by / ITposepeHo:
T. Venkata Ramana- Quality

Control- Team memher

Approved by: Manager/Executive /
Ono6peno: Menenxep / PykoBoauTesb
K. Narayana Swamy- Quality Assurance-

Team Member /\)&

Date /[lata: 31-07-2023

Date /[{ata: 31-07-2023

Date /[lata: 31-07-2023




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[MpoayxT: LeTpun, Tabnerku, NOKPbITbIE MieHOYHOH 060onoukoi, 10 mr

Batch No / : B2302389 Batch Quantity / : 955.000 KG / 955,000 K[
Cepus Ne O6bem cepuu

Analytical Report No / : 2002FP23001787 Date of Analysis / : 30-07-2023
AHanuTuyeckuid oTuet Ne Jara aHanu3a

Date of Manufacture / : 06/2023 Date of Expiry / . 05/2026

Hara npon3BoJcTBa ['oaen no

Analysis performed according ND: / Anasin3 nposeaen no HJI: I1 NO13283/01-170223

Page Sof 5/ Crp. Su3z 5

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 Dblisters and patient
information leaflet in a carton. / [To 10
TabneTok B
[MBX/TIBIX//antoMuH1eBOM
Onuctepe. 3 Onuctepa BMecTE C
UHCTPYKLMEH MO0  NMPUMEHEHHIO
yNaKoBaHbl B MAYKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 TaGnerok B
[IBX/TIBJIX//aomunueBom Gaucrepe. [1o
2 unn 3 6nMctepa BMECTE C MHCTPYKLUEH No
MPUMEHEHUI0  yNakoBaHbl B MAukKy
KapTOHHY!O.

11 | Labeling / MapkupoBka

According to ND / B coorerctru ¢ HJJ

12 | Storage conditions /
XpaneHune

At temperature below 25 °C. / Ilpu Temnepatype He Bbitie 25 °C.

13 | Shelf life / Cpok rognocTn

3 years / 3 roaa

* - 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. /
* - [IpoBoaMTCSl NPOM3BOAMTEIEM MPH BbIMYCKE NEPHOAUYECKHU: sl Kaxaoi 20-0ii cepun UIH He MeHee
1 pa3a B roa. [Tokazarenb MoxkeT ObITH He BKJIIOYEH B cepTUGUKAT aHA/IM3a PUPMBbI.

Remarks : The Product confirms to ND/
IIpumeuanue: [1poayxr coorBercTBYET TpeboBaHuam HJT

Conclusion : APPROVED /
3akatouenne: OJJOBPEHO

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

Member
Yy

Checked by / [TpoBepeHo:
T. Venkata Ramana- Quality
Control- Team Gﬂember

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauTelib
K. Narayana Swamy- Quality Assurance-
Team Member

Date /Jara: 31-07-2023

Date /Jata: 31-07-2023

Date /J1ata: 31-07-2023




