Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHUDUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[Mpoaykr: LleTpuH, TabneTiu, NOKPbITLIE MNEHOUHOH 06onoukoi, 10 mr

Batch No / : B2302906 Batch Quantity / : 955.000 KG 7 955,000 KT
Cepus Ne O6bem cepun

Analytical Report No / : 2002FP23002146 Date of Analysis / . 11-09-2023
AHanutuueckui otyet Ne Jlara aHanuza

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

Jlata npon3BoACTBa ["opeH o

Analysis performed according ND: / Anasnus nposenen no HJI: [T NO13283/01-170223

Page 1 of 5/Crp.1u3 5

Ne Test / [TokazaTeanb

Result / PesyabTaTthi

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 1BOSIKOBBITYKJIbIE
TabNeTKu, MOKPhITHIE MIEHOYHOM!
000s10uKOl Oenoro uBeTa, ¢ PUCKOH
Ha oJiHO# cTopoHe. Ha nonepeunom
paspese spo 6enoro LBETA.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to oft-white core on cross section.
/ Kpyrnble [1BOSIKOBBIMYKIblE TabNeTKH,
MOKpBITHIE TUICHOUHOW oboJsioukol Gestoro
WK TOYTH 6ENoro LBeTa, C PUCKOM Ha OmHOM
cropoHe. Ha monepeuHom paspese siapo ot
6emoro 0 noyTu 6e10ro UBETA.

2 | Identification. Cetirizine / IlopmuunocTb. IleTHpU3HH

1. HPLC/B2XX

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUSIM

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 ynepKuBaHus OCHOBHOIO
nuka Ha XpoMaTorpaMMe HCMbITYEMOro
pacTBopa A0HKHO COOTBETCTBOBATH BPEMEHU
yIep>XUBaHUST ~ OCHOBHOrO  [MWKA  Ha
XpoMaTorpaMme pacTBOpa CTaHZApTHOro
obpasia LeTUpU3UHA rUApOXIopKuaa (pazaen
«KonuuecTBeHHOE OnpeaeieHne).

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorBercTByeT TpeboBaHusm HJJ

Conclusion : APPROVED /
Zaknwuenue: OJJOBPEHO

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

Member \ g

Checked by / ITposepeHo:
A.Susmitha- Quality Control- Team

Member 2

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykosoauTens
K. Narayana Swamy- Quality Assurance-

Team Member W

Date /[Jata: 13-09-2023

Date //1ata: 13-09-2023

Date /[lata: 13-09-2023




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
| [TpoaykT: LleTpuH, Tab€TKY, MOKPBIThIE MIEHOUHOK 060104KOH, 10 Mr

Batch No / : B2302906 Batch Quantity / : 955.000 KG /955,000 KI"
Cepus Ne Ob6bem cepuu

Analytical Report No / : 2002FP23002146 Date of Analysis / 1 11-09-2023
AHanuTnueckunii otuet Ne Jlata aHanun3a

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

Hara npoussoacrea ["open no

| Analysis performed according ND: / Ananns nposenen mo HJI: IT N013283/01-170223
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2. UV spectrophotometry /
V®-cnexrpodoromerpus

Complies as prescribed /
CootBeTcTByeT TpeboBaHUAM

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
MOrJIOWEHNST  UCMBITYEMOrO  pacTBOpa U
pacTsopa CTaHJapTHOroO obpasua
LUeTUPU3UHA TUAPOXJIopUAa B 00JacTH OT
200 no 400 UM AOMKHbI MMETb MAKCHMYMbI
MOrJIOILEHHUST MPU OJHOW M TOW K€ ANUHE
BOJIHbI C OMYCTUMbIM OTKJIOHEHUEM £ 2 HM.

3 | Water / Boaa

2.4 %w/w / 2,4%

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

4 | Uniformity of dosage units /
OaHOPOAHOCTH A03HPOBAHHSI

32/32

The acceptance value (AV) should be less
than or equal to 15.0 / TIlokasarenn
npuemnemoctu (AV) aomkeH ObiTh He Oosiee
15,0.

5 | Dissolution / PacTBOpeHue

Not less than 80 % (Q) of nominal content of
C21H2sCIN;O3-2HCI (Cetirizine
Dihydrochloride) after 30 min. / He menee

80 % (Q) OT HOMUHANBHOTO COAEpPKAHUS

C21H,sCIN,O3-2HCI (uetupusuHa
auruapoxsopun) uepes 30 MuH.

Unit-1/ Ta6a.-1 98%
Unit-2 / Ta6n.-2 98%
Unit-3 / Ta6n.-3 100%
Unit-4 / Tabn.-4 100%
Unit-5 / Tab1.-5 99%
Unit-6 / Ta6n.-6 99%

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpebGoBaHusm HJI

Il

Conclusion : APPROVED /
3akaouenune: OJOBPEHO

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

Member \ g /

Checked by / IIposepeHo:

Member 2

A.Susmitha- Quality Control- Team

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoautens
K. Narayana Swamy- Quality Assurance-

Team Member M%?g

Date /Jlara: 13-09-2023

Date /[ara: 13-09-2023

Date /[lata: 13-09-2023




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablets

10 mg

[poaykt: Llerpuu, Tabierku, noKpsIThie NaeHOUHON obonoukoi, 10 Mr

Batch No / : B2302906 Batch Quantity / : 955.000 KG / 955,000 KT
Cepus Ne Obbem cepuu

Analytical Report No / : 2002FP23002146 Date of Analysis / : 11-09-2023
AHaMTHYeCKUil oTueT Ne Jlara aHanuza

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

[lara npou3BoacTBa ["ogex oo

Analysis performed according ND: / Ananu3 nposexen no H/: [T N013283/01-170223

Page3of S/Crp. 3 u3 5

6 | Related Substances / PoacTBeHHbIe IpHMeCH
Impurity A / ITpumecs A Less than Limit of Detection Not more than 0.2 % / He 6osiee 0,2 %
: (LOD=0.005%) / / Huxe npeaena =
Impurity B / [Tpumecs B | oBHapysenns (IO = 0.005%) Not more than 0.2 % / H_e Gonee 0,2 %
Impurity C / IIpumecs C 0.02% / 0,02% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / ITpumecs D Not more than 0.2 % / He Gouiee 0,2 %
. Less than Limit of Detection
[mpurity E / ITpumecs E (LOD=0.006%) / / Hike npesena Not more than 0.2 % / He 6ouee 0,2 %
Impurity F / [Tpumecs F o6xapyxenns (IO = 0,006%) Not more than 0.2 % / He 6ouee 0,2 %
Any individual unidentified | Not detected / ne oGHapyxena Not more than 0.2 % / He Gonee 0,2 %
impurity / Jlio0as eauHu4Has
HeUAEHTU(ULIMPOBAHHAS 0.03%/0,03%
npuMech
Less than LOQ (LOQ=0.041%) /
Huxe npeaena Koau4yecTBEHHOrO
onpeaenenus (ITIKO = 0,041%)
0.05%/ 0,05%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6oaee 2,0 %
Cymma npumeceii
7 | Assay / KosiudecTBeHHOE 9.92 mg /9,92 mr From 90 mg to 11.0 mg of
onpejeneHue 0 : C21H3sCIN>O5-2HCI (Cectirizine
99.2%199,2% dihydrochloride) in tablet (from 90.0 % to
110.0 % of  label claim). /
Ot 9,0 mr go 11,0 mr Cy;HysCIN2O3-2HCI
(ueTupu3uHa AUrMAPOXJAOpUA) B TabieTke
(ot 90 % go 110 % OT HOMMHANBHOrO
COLEPKAHUST).

Remarks : The Product confirms to ND/
IIpameuanue: [TpoaykT coorBeTcTByeT TpeGoBaHusam HJJ

Conclusion : APPROVED /
3akmouenne: OZOBPEHO

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

Checked by / ITposepeto:
A.Susmitha- Quality Control- Team

Member @

Approved by: Manager/Executive /
Onobpeno: MeHemkep / PykoBoauTelns
K. Narayana Swamy- Quality Assurance-

Team Member ~ ALeife

Date /[Jata: 13-09-2023

Date /Jlata: 13-09-2023

Date /[lata: 13-09-2023




Dr.Reddy’s ":‘

CERTIFICATE OI' ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[Tponykt: LietpuH, TabneTkn, NOKPbITLIE MAEHOYHOH 06onoukoi, 10 mMr

Batch No/ : B2302906 Batch Quantity / : 955.000 KG / 955,000 KI"
Cepus Ne Obbem cepuu

Analytical Report No / : 2002FP23002146 Date of Analysis / : 11-09-2023
Ananutuyeckuii otyer Ne Hara ananusa

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

Jara npoussoacraa ["oaen o

| Analysis performed according ND: / Anaaun3s nposeaen no H/L: IT NO13283/01-170223
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8 | Subdivision of tablets /
OnHopogHoOCThL Mace npu
JeJIeHHH Ta0JIeTOK

Complies as prescribed /
CooteeTcTByeT TpebOBaHMAM

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. /
TabneTkd COOTBETCTBYIOT  TpeGOBAHHSIM,
eciu He Oomee 1 enMHuynas Mmacca
OTKNOHAETCA 32 npeaesl 85 % - 115 % ot
cpenHeit MaccChl. Ta6nerkn He
COOTBETCTBYIOT TpeOOBaHUsIM, eciau Golee
yem | MHAMBUAYaNbHAs Macca OTKJIOHAETCS
OT 3TUX TMpeaenoB  wiau, eciad |
VMHAWBUAYalbHas Macca OTKJIOHSETCS 3a
npeaensl 75 % - 125 % ot cpeaneit Maccnbl.

9 | Microbial enumeration tests* / MukpoGuo/iornueckas uncrora*

a) Total Aerobic Microbial
Count / O61iiee yuco
a’3poOHbIX MUKPOOPraHU3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / OBwee uucno
JPOMNOKEBBIX U [IECHEBbIX
rpuboB

Not Applicable

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

¢) Escherichia Coli

Not Applicable

Shell be absent in 1 gram /
OrcyrctBue B 1 r

Remarks : The Product confirms to ND/

Ilpumeyuanue: Ilpoaykr coorBercTByeT TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

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

Member Q E;

Checked by / ITposepeHo:
A.Susmitha- Quality Control- Team

Member @/

Approved by: Manager/Executive /
Opnobpeno: Menenxep / PykoBoauTeib
K. Narayana Swamy- Quality Assurance-
Team Member

Date /Jlata: 13-09-2023

Date /{aTa: 13-09-2023

Date /[ata: 13-09-2023
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Dr.Reddy’s Q;*

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[Mpoaykr: LleTpuH, Tabaetky, nokpsITeie nieno4Hoil odbonouxoi, 10 Mr

Batch No / : B2302906 Batch Quantity / : 955.000 KG / 955,000 KI"
Cepus Ne Obbem cepuu

Analytical Report No / : 2002FP23002146 Date of Analysis / : 11-09-2023
AHanutrueckuit otyet No Jlata aHanu3a

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

JlaTa npou3BoACTBa ["ogeH o

Analysis performed according ND: / Anaau3 nposeaen no HJI: [1 N013283/01-170223
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10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / ITo 10
TabneTok B
[MBX/TIBJIX//antoMmuHeBOM
Gnucrepe. 2 Onucrepa BMmecTe C
MHCTpYKLMEeH N0  NpUMEHEHHIO
yNaKoBaHbl B Na4YKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
MBX/TIBJAX//antomunneBom Gaunctepe. Ilo
2 unu 3 6McTepa BMECTE C UHCTPYKLUHKEN 110
MPUMEHEHUIO  YNAaKOBaHbl B Nayky
KapTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B cootsetrctBuu ¢ HJ

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / Ilpu Temneparype He Boite 25 °C.

13 | Shelf life / Cpoxk rognocTu

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. /
* - [IpoBoaHuTCS MPON3BOANTEJIEM NIPH BbINYCKe NEPUOAMYECKH: NJIs KAxA0i 20-0ii CepuH MM He MeHee
1 pasa B roa. Iokasareab MoskeT ObITH He BK/IIOYEH B cepTUPHKAT aHA/IH3Aa PUPMBI.

Remarks : The Product confirms to ND/
IIpumedanne: [lpoaykr coorBeTcTBYET TpeGoBarusam HJJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

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

Member L@/'

Checked by / TposepeHo:

Member @(

A.Susmitha- Quality Control- Team

Approved by: Manager/Executive /
Opnobpeno: Menenkep / PykoBoauTesib
K. Narayana Swamy- Quality Assurance-

Team Member ’\Jq%

Date /[lara: 13-09-2023

Date /[daTa: 13-09-2023

Date /Jlata: 13-09-2023




