Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Cetrine film-coated tablets 10 mg N
HMpoyxer: Herpun, TabaeTiu, NOKPbITbie naeHouHoit obonoukoii, 10 Mr
Batch No / . B2303952 Batch Quantity / : 955.000 KG/
| Cepus No Ob61nem ceput 955,000 KT’ |
Anatytical Report No / : 2002FP23002793 Date of Analysis / 06-12-2023
AHanuTindeckuil otyeT Ne Jlara ananmnsa
Date of Manufacture / 11/2023 Date of Expiry / 10/2026
aTa NPOM3BOACTBA I"open no

IMN013283/01 ot 13.07.2023

Analysis performed according ND / Anaims niposenen mo HJI: TI N013283/01 dt 13.07.2023 /

Ne Test / IlokazaTenn

Result / PeayabTaThl

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriisie JBOSKOBBIITYKITHIE
TabNeTKH, OKPHITHIE TUICHOYHOH
obonoykoii 6enoro LBeTa, ¢ pUCKON
Ha ofHOW ctopoHe. Ha nonepewrom
paspese sapo 6enoro LBera.

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. / Kpyrisie IBOSKOBBITYKITEIE
TabJIeTKU, TIOKPBITHIE IEHOYHOM

obosioukoii ©Oemoro WM TouTH Genoro
uBeTa, ¢ PUCKOM Ha OAmHOW cropowe. Ha
NnonepetHoM paspese sApPO OT Genoro 0
noyTu OeIoro LUBeETa.

Remarks : The Product confirms to ND/

Tpumeuanue: [TpoaykT cooTBeTcTBYET Tpebosanmam HJI

Conclusion : APPROVED /
3aknawuenne: OIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAITH3A

Product : Cetrine film-coated tablets 10 mg
Mpoayxr: Llerpun, Tabnerku, TOKPLITHE nicHouHOH 0000tKol, 10 Mi

Batch No / : B2303952 Batch Quantity / : 955.000 KG/

Cepug No Obbem cepun 955,000 KT" __|
Analytical Report No / 1 2002FP23002793 Date of Analysis / 06-12-2023
Ananurnueckiii oriet Ne Jara ananvza

Date of Manufacture / 11/2023 Date of Expiry / 10/2026

Jlara nponssojcrsa Tonen 1o

Analysis performed according ND / Ananus nposenet no HII: TIN013283/01 dt 13.07.2023 /

[T N013283/01 ot 13.07.2023

2 | Identification. Cetirizine / ITogmuunocTe. Llerupusnn

1. HPLC/B3XX

Complies as prescribed /
CooTBeTCTRYET TPEOOBAHNAM

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"). / Bpema ynepxnBanns
OCHOBHOTO TMHKa HAa  XpOMAarorpamme
HCIILITYEMOTO pacTBOpa TOIHKHO
COOTBETCTBOBATL BPEMEHH  YJep)KUBAHUs
OCHOBHOTO THKa Ha  XpoMarorpamme
pactBopa CTaHIapTHOro o6paszua
LeTUPU3MHA TUApOXIOpUaa (pasnen
«KonngecTreHHOE OTIpEACTIEHNEY).

2. UV spectrophotometry /
V®-criekTpodoTomMeTpus

Complies as prescribed /
CooreercTByeT TpeGoBaHNIM

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®-cnekTphl
TTOTIIOIENWS  WCITBITYEMOTO  pacTBopa |
pacTBopa CTaHIApPTHOTO o0pasta
LNETUPU3IHA THAPOXJOopHAa B 0071acTu oT
200 mo 400 HM IOJDKHBI UMETE MaKCUMYMBI
TIOTJIONIEHWST TIPW OJHOM M TOM e IIINHE
BOJHEI C JIONYCTHUMBIM OTKITOHEHWEM * 2
HM.

3 | Water / Boaa

3.9% wiw / 3,9%

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

4 | Uniformity of dosage units /

OanopoanocTb
JO3UPOBAHUS

42742

Acceptance value (AV) should be not more
than 15.0 / Tloka3arens NpUEMIIEMOCTH
(AV) momxen 68ITE He 6oee 15,0.

Remarks : The Product confirms to ND/
Tpumeuaune: [TpogykT cooTBeTcTBYET TpeGoBannaM HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product ; Cetrine film-coated tablets 10 mg o =
| Mpojyskr: Lerpuy, rabiieri, NUKpLirbie wienouoii 0bonouxofi, 10 mr

Batch No/ : B2303952 Batch Quantity / : 955.000 KG/

Cepus Ne Ob6beM cepumn 955,000 KI"

Analytical Report No / 1 2002FP23002793 Date of Analysis / 006-12-2023

Aranntndeckuit otuer Ne Jlata ananmsa

Date of Manufacture / 11/2023 Date of Expiry / 10/2026

JlaTa mpon3BOACTBA l"open no

T1NO13283/01 or 13.07.2023

Analysis performed according ND / Awanus nposenen no HJI: TI N013283/01 dt 13.07.2023 /

5 | Dissolution / PacTBopenne

Unit-1/ Ta6ir.-1 100%
Unit-2 / Ta6mn.-2 102%
Unit-3 / Ta6mn.-3 98%
Unit-4 / Ta6n.-4 100%
Unit-5 / Tabxn.-5 101%
Unit-6 / Tab1n.-6 100%

Not less than 80% (Q) of the labeled amount
of C21H25CIN203'2HC1 (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMWHANBLHOTO CcoEpIKAHNS
C,H»sCIN,O;-2HCI (uerupusnna
aurrapoxiopnn) yepes 30 MuH.,

6 |Related Impurities by HPLC/
PoacTBeHHbIE TpUMeCH

Impurity A /TlpyiMecs A

Less than Limit of detection (LOD =

Impurity B / Tlpumecs B

0.005%) / Hixe nipenena
o6uapyxenns (I10 = 0,005%)

Impurity C / TIpumecs C

Impurity D / TIpumecs D

0.01%/0,01%

Impurity E / TIpumecs E

Not detected / He o6HapyxeHa

Impurity F / TTpumecs F

Less than LOQ (LOQ = 0.003%) /

Any individual unidentified
impurity / Jliobas eguHngHAsS
HengeHTHhULKHpoBaHHAS
NpUMech

Hmxe npenena KojauyecTBEHHOTO
onpenencans (ITKO = 0,003%)

Not detected / He o6HapysKkeHa
Not detected / ne o6Hapyxena
0.08% /0,08%

Not more than 0.2 % / He 6onee 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 %

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 %

Total impurities /
Cymma npumMecei

0.2%/0,2%

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

7 | Assay / KonudecTBeHHOe
onpeaeeHne

10.08 mg / 10,08 mr
100.8% / 100,8%

Not less than 9.0 mg and not more than 11.0
mg C, H,sCIN,0O;-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr go 11,0 mr
C,,H,5CIN,O;-2HCI (ueTupn3nHa
murnapoxiopun) B Tabnetke (ot 90 % mo
110 % 0T HOMUHANBLHOTO CONEPIKAHNA).

Remarks : The Product confirms to ND/
IMpumeuanne: TTponykT cooTBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product ; Cetrine film-coated tablets 10 mg
Ilposysr: Llerpu, Tadnerku, NOKpbiTHiE NaeHOMHOR 060110 K0H, 10 M

Batch No / : B2303952 Batch Quantity / : 955.000 KG/
| Cepus Ne Obbem cepun 955,000 KI"
Analytical Report No / : 2002FP23002793 Date of Analysis / 006-12-2023 T
Ananutnueckuii oruer No Jlara aHanu3a
Date of Manufacture / 11/2023 Date of Expiry / 10/2026
JaTa nponssojcTea T"oneH 1o

Analysis performed according ND / Ananwus niposezen o HII: TTN013283/01 dt 13.07,2023 /
[IN013283/01 ot 13.07.2023

8

Complies as prescribed /
CoorsercTByeT TPeOOBAHMAM

Subdivision of tablets /
OjauopoaHocTs Mace MpH
NeJIeHun TabJieToK

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 TpeOOBAHMAM,
ecni  He OGoyee 1 eIMHMYHas WMacca
oTknoHseTcs 3a npepensl 85 % - 115 % ot
cpenHen Macchl. Tabnerku He
COOTBETCTBYIOT TpeOOBaHUIM, ecnn Oolee
uyeMm | BHOMBUAYATIBHAS Macca OTKIOHIETCA
OT 3THX TIpelenoB  WiIn, ecmw |
WHOMBWAYallbHass Macca OTKIIOHAETCS 3a
npenenst 75 % - 125 % oT cpegHeii Macchl.

Microbiological purity* / MukpoGuosoradeckas YucToTa*

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

a) Total Aerobic Microbial
Count / Obwee uncno
a3pOoOHBIX MUKPOOPTaHN3MOB

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

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

b) Total Combined Yeast and
moulds count / Of1mee uncio
NPONOKEBBIX H NIIECHEBBIX
rpuboB

Not more than 100 CFU/g /
He Gonee 100 KOE/r

c) Escherichia Coli Absentin 1 g/

OtcyTtctByeTB 1 T

Shell be absentin 1 g/
OtcytcTBUe B 1 T

Remarks : The Product confirms to ND/
TMpumeuanne: TTpoxykT cooTBeTcTBYeT TpeboBanwsaM HJT

Conclusion : APPROVED /
3akaouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

[Product : Cetrine film-coated tablets 10 mg

posyicr: Llerpus, Tabnerkil, NOKpbIThle MieHouHoH obonovkoii, 10 Mr

Ratch No / : B2303952 Batch Quantity / 1 955.000 KG/

Cepus Ne - ObBem cepuu 955,000 KT’

Analytical Report No / : 2002FP23002793 Dale of Analysis / 00-12-2023 B
AnanuTtnyeckuii oruer Ne Hara ananusa B
Date of Manufacture / 11/2023 Date of Expiry / 1072026 -
JlaTa mpoun3BOACTBA T"open no

Analysis performed according ND / Ananus nposezien no HJI: TT N013283/01 dt 13.07.2023 /

11 N013283/01 or 13.07.2023

10 tablets in PVC/PVDC//aluminum blister.

10 | Packaging / Ynakoska 10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / TTo [in a carton. / Tlo 10 Tabnerox B
10 TabneTox B | IIBX/TIIBJX//amomunnesoM Grmcrepe. o
[MBX/TIBAX//antoMuHNEeBOM 2 wunu 3 Gnucrepa BMECTE C MHCTPYKLKMEN 10
Gmictepe. TTo 3 Gnucrepa BMecTe ¢ | TPUMEHEHWIO  YMAaKOBaHBl B TIauKy
WHCTpYKUMEH  TI0  DPUMEHEHNIO | KAPTOHHYIO.
YNaKoBaHBI B MAUKy KapTOHHYIO.

11 | Labeling / MapknpoBka According to ND / B coorsercTenm ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / [Ipn TemnepaType He Boime 25 °C.

Xpanenue
13 | Shelf life / Cpox roanoctn 3 years / 3 roma

*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 / IIpogodumcs npousgooumenem npu uLIycKe nepuoouyecKu. 0Nl
kancooti 20-0ii cepuu wiu ne menee I paza 6 200. [okazamens modicem Goims ne gxnouen ¢ Cepmugbuxan

ananuza QupMol.

Remarks : The Product confirms to ND/
Tlpumeuanue: [TpoaykT cooTBeTcTBYET Tpeboranusm HJT

Conclusion : APPROVED /
3akawuenne: OJJOGPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

| Dr.Reddy's Q3¢

Title

B2303952

Document No.
- Version

QUA-FT02-2833
- 1.0, CURRENT

Approved Date

06-Dec-2023

Prepared By P00021162

06/12/2023
18:40:15

Reviewed And P00043828 A Susmitha 06/12/2023
Approved By 19:16:54

Approved By QA P00050127 Ajay Kumar..... 06/12/2023
20:19:43
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