CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Cetrine film coated tablets, 10 I_ng

Product

Mpoaykr LleTpuH® TabNeTKky, MOKPLIThIE TWIEHOYHO 000n04KOH, 10 M -

Batch No/ B2202202 Batch Quantity / : 687.600 KG/

Cepusa Ne O6BbeM NapTHM 687,600 KT" .

Analytical Report No / 2002FP22001533 Date ot Analysis / 30-07-2022
AnanutTayeckuii oruer No HMata anajqu3a

Date of Manufacture / 07/2022 Date of Expiry / 06/2025 ]
JlaTa npon3BoJAcTRA Togen go

Analysis performed according ND / Ana.rm:s_nposcncn mo H/I: [T N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3M. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / mam. Ne 2 o1 07.10.2021)

~ |mo moyTH 6enoro 1BeTa.

Specification / Hopma

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyribie IBOSIKOBLITYKITBIE TabIETKH,
NOKPBEITHIE  TIIEHOWHOH  060JI0uKOoii
bemoro wnu nmouTth Oenoro userta, ¢
puckoii Ha ogpHoOif cTopome. Ha
MOTIEPEUHOM pazpese — SAPO oT Genoro

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

BpeMmst  ylIepxHBaHHA OCHOBHOTO
nHKa Ha XpoMmarorpamMe
ACMLITYEMOTO  pacTBOpa  JIOJKHO
COOTBETCTBOBATH BpEeMeHH
yAep)KHBaHNsl OCHOBHOTO TIWKa Ha
XpoMaTorpaMmme pacTeBopa
CTaHAapTHOTO 00pasla UeTHPH3NHA
TUAPOXIOpHIA (pasuen
«KongecTBeHHOE ONPENCICHIE ).

191.0 mg £+ 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 185,3 ™Mr mo
196,7 mr) |
Not more than 8.0% w/w /

He 6onee 8,0 %

Ne Test / TlokazaTean Result / PeyabTaThi |
White coloured, round, biconvex film
1 Description / Onucanve coated tablet with a breakline on one side.
White core on a cross section. / Kpyrneie
IBOSIKOBBINYKIIbIE TaONeTKn, IMOKPbITbIE
nneHouHol o000JI04KOI Oenoro uBera, ¢
puckoii Ha  omHoii  cropone. Ha
normepeyHoM paspese — sapo Oenoro
BeTa.
2 | Tdentification by HPLC/ C&r?plies as prescribed /
TToanuHAOCTH CoOTRETCTBYET
3 IAverage weight / Cpenmsis 188.8 mg / 188,8wmr
Macca
4 | Water / Bona 3.6% wiw / 3,6%
5 Unifanity of dosage units 44/4.4 o
/ ODHOPOAHOCTH
TI03UPOBAHHS

The acceptance value (AV) should be
|less than or equal to 15.0 /
[IMoxazaTens npuemnemoct (AV)
imomken 6uITh He Oonee 15,0.

Remarks : The Product confirms to ND/
TMpumewanne: [Iponykr cooTseTcTBYET Tpeboranuam HJI

Conclusion : APPROVED /
Zakawuenne: OJJOGPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

[Product Cetrine film coated tablets, 10 mg

[MpoaykT Iletpun® TabIeTkH. NOKPHITHIE MIEHOUHOH 000Uk, 10 M B

Batch No / B2202202 Batch Quantity / 2 687.600 KG/

Cepusa Ne O6LeM napTuu 687,600 KT" )

Analytical Report No / 2002FP22001533 Date of Analysis / 30-07-2022
AHATHTHYECKH I oTdeT No JlaTa anagn3a B

Date of Manufacture / 07/2022 Date of Expiry / 06/2025 B
JaTa npou3BoacTBa Toxen po

Analysis performed according ND / Asanus nposeaen no HJI: [TN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o1 07.10.2021) o

[ Ne
|

6

Test / TlokazaTenn
Dissolution / PactBopenue

Result / PesyabraThi

Impurities by HPLC/
PoacteeHnbIE IPUMECH
TEeTHPH3WHA

a) lmpurity A /
npuMech A

b} Impurity B /
npumeck B

c) Impurity C/
npumecs C

d) Impurity D /
npuMecst D

e) Impurity E /
nmpumMecs B

f) Impurity F /
npumMecsk F

g) Any unspecified impurity

Jioban enrnnyHas
HeWICHTHPUIHPOBAHH
asi TPUMeECh

h) Total impurities / Cymma
npumecei

Not detected / He obuapyxena

Less than LOQ (1.LOQ=0.010%)

Not detected / He obnapyxena

Not detected / He o6HapyxeHa

0.04% /0,04%

Not detected / He o6napyxeHa

0.07% /0,07%

0.1%/0,1%

94 %, 97%, 101%, 98%., 97%, 97%

| Specification / Hopma

|Not less than 80% (Q) of the
[labeled amount of
(C2H,5CIN,04-2HC1 (cetirizine

[dihydrochloride) is dissolved in 30

{minutes /
He wMenee 80 % (Q) or
{HOMWHAITEHOTO COMIEP>KaHNS

IC,H,sCIN,03-2HC] (uetnpusnna
uruapoxtopna) yepes 30 Mum.
|

&) Not more than 0.2 % / ne Gonee 0,2
%o

b) Not more than 0.2 % / e donee 0,2
%

c) Not more than 0.2 % / ve Gonee 0,2
%

d) Not more than 0.2 % / ve 6onee 0,2
%

e) Not more than 0.2 % / He donee 0,2
%

f) Not more than 0.2 % / ne Gonee 0,2
%

g) Not more than 0.2% /
He 6oiee 0,2%

h) Not more than 2.0% /
He Gonee 2,0%

Remarks : The Product confirms to ND/
TIpumeuanue: [IpogykT cooTBeTcTBYET TpebopanuaM HJI

Conclusion : APPROVED /

Zakmaouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJTU3A

Analysis performed according ND

Product Cetrine film coated tablets, 10 mg

MpoaykT IerpuH® TabieTKu. MOKpLITLIE TEHoUHON o6onoukoil, 10 Mr

Batch No / B2202202 Batch Quantity / : 687.600 KG/

Cepnsa Ne B |O6BLem maprun 687,600 KT’

Analytical Report No / 2002FP22001533 Date of Analysis / 30-07-2022
AHaJUTHHECKHH oTueT No - JlaTta anaansa |
Date of Manufacture / 07/2022 Date of Expiry / 06/2025

Jata nponssoiacrea B Topen oo -

/ Ananns nposexen mo H: [1N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Absent in 1g / OrcyTcTBYeT B IT

Specification / Hopma

Not more than 1000 CFU/g /
He Gosee 1000 KOE/r

Not more than 100 CFU/g /
[He 6osiee 100 KOE/T

!Shall be absent in 1g / OrcyrcTeue B 1
r

EFach film coated tablet contains not
less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O5-2HCl  (cetirizine|
dihydrochloride) per tablet / Ot 9,0 mr

IﬂO 1 ],0 Mr C2|H25C1N203'2HC]
(ueTUpu3Ha  RUTMAPOXIIOpUO) B
[raGIeTke.

10 tablets in PVC/aluminum blister.

[BX/aynromunnesom Gictepe. Tlo
2 bnucTepa BMECTE C MHCTPYKLHUEH 110
TPUMEHEHHIO YITAKOBAHB! B TAUKY

At temperature below 25 °C. / Ipn TeMHe_paT%e ne soiwe 25 °C,

2 blisters and patient information leaflet in

According to ND / B coorsercTBun ¢ HJT

10 tablets in PVC/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

/ TTo 10 TabieTok B

[MBX/amomunuerom Gancrepe. 1o 2
v 3 bIicTepa BMECTE €
WUHCTPYKIMEH 10 TIPUMEHEHNIO
'YIMAKOBAHBI B MAUKY KAPTOHHYIO.
Vnakoska  "in-bulk": Tlo 10
BJIVCTEPOR TIOMEILAIOT B KAPTOHHYTO
kopobky. [lo 252 xapTonHBIC
KOpOOKH MOoMellaloT B KApTOHHBIN
[Kopob.

Ne Test / okazaTenn Result / PesyabTaThl
8 Microbial limits /
Mmukpo6ronornyeckas
YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g /
count / O6miee unucno Menee 10 KOE/r
aspoBGHBIX MHKPOOPTAaHU3MOB
|b) Total combined yeasts and |Less than 10 CFU/g /
mould count / OBuee uncno  Menee 10 KOE/r
|
[mpoMOKEBBIX M MITECHEBBIX
[rpu6oB
| ©) E. coli
9 Assay / KonmaectBeHHOE 9.80 mg /9,80 mr
lonpenencHue
10 Package / VmakoBka
a carton. / [To 10 TabneTox B
KapTOHHYIO.
11 Labeling / MapxupoBxa
!12—'-Storage conditions / B
XpaHenue
13 Shelf life / Cpox rognoctn 3 years / 3 roma

Remarks : The Product confirms to ND/
Mpumeuanue: [pomykTt cooTseTcTBYET TpebosanuaM HJI

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES

Dr.Reddy’s “:‘

B2202202

Title

Document No. | QUA-FT02-1661

Approved Date | 30_jul-2022

- Version - 1.0, CURRENT

Intention Employee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 30/07/2022
17:29:58

Reviewed And P00034556 V Krishna Nimmakayalal  30/07/2022
Approved By 17:39:57

Approved By QA P00019846 K Narayana Swamy 30/07/2022
20:39:05

Page

4

of 4



