Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

|Product Cetrine film coated tablets, 10 mg N
Mpopysr @ Terpun® 1a6ieTki, MOKpPLITHIE TIIEHOMHON 060104K0#, 10 MT ~

Batch No / B2203598 Batch Quantity / : 687.600 KG/

| Cepust Ne Obbem napTuu 687,600 KI"

Analytical Report No / : 2002FP22002306 Date of Analysis / 24-11-2022 — I
AHanuTHYecKHii oTHeT Ne B Jata ana/u3a B
Date of Manufacture / ¢ 1172022 Date of Expiry / 10/2025

|laTa nponspoacTBa T"onen 110

Analysis performed according ND / Ananu3 nposegen mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 oT 12.05.2020, amend Neo 2 from 07.10.2021 / u3M. Ne 2 o1 07.10.2021)

Ne [ Test/okasaTenn

1 Description / Onucanne

- .r Result / Pe3yibTaTh

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnsie
IBOSIKOBBINYKJIblE Tabnerky,
MIEHOYHON 000m0YKoif Oenoro 1BETa, ¢

MOKPLITbIE

puckoit Ha  omHoif  cropone. Ha
fornepevyHoM paspese — sapo  6enoro
uBeTa.

| White or off white coloured, round,

Speciﬁiation / Hopma

biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyrible ABOSKOBBINYKIIBIE TaOIETKH,
MOKPBITBIE  TUIEHOYHOM  0boNoukoit
Geiroro uJM TNOYTH Oe€noro LBeTa, ¢
puckoii Ha opHoit crtopone. Ha
MoTNepeyHoOM paspese — siapo ot Genoro
1o nouty Gesoro LBETA.

2 Identification by HPLC/

Complies as prescribed /

[TonnuHHOCTE CoOOTBETCTBYET
B8 Average weight / Cpe_m{;m 1893 mg / 1893 mr o
macca
4 Water / Boza 2.4% wiw / 2,4%
5 Uniformity of &osage units 24/24
OnHOpOAHOCTH
NO3UPOBAHUSA

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). /

BpeMst  yIepKUBaHWsS OCHOBHOTO
KA Ha XpoMarorpaMmMe
UCIILITYEMOI'0  pacTBOpa  JAOJIKHO
COOTBETCTBOBATH BpEMEHH
yIoepKMBaHKWSA OCHOBHOTO MHMKa Ha
XpoMaTtorpaMmme pacTBopa
CTaHAapTHOTO obOpaslia LUETHPU3UHA
rUIpoXJIopHaa (pazzen
«KonuuecTBEHHOE ONpEAEIeHUEY ).
191.0 mg =+ 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 1853 Mr mo
196.7 mr)
Not more than 8.0% w/w /
He 6ostee 8,0 % -
The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokasarens mpuemneMocTy (AV)
mokeH ObITh He Ooyiee 15,0,

Remarks : The Product confirms to ND/
IMpumeuanme: [TpomyxT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmaroyenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
JProduct : Cetrine film coated tablets, 10 mg
IMpoaywkr @ LerpuH® TabneTku, NOKPLITLIE MIEHoYHOH 060N10vKOo#, 10 Mr
Batch No / : B2203598 Batch Quantity / : 687.600 KG/
|Cepus Ne Ofnem nmaprun 687,600 KI"
Analytical Report No / : 2002FP22002306 Date of Analysis / 1 24-11-2022
| AHaJIHTHYecKHii oTHeT Ne . Hara ananusa
Date of Manufacture / 1 1172022 Date of Expiry / 10/2025
|La1a nponsBoaCTBA T'ogen 1o

Analysis performed according ND / Anasnus nposegex mo HJL: 11 N013283/01-160919 (amend Ne | from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne __Fst / Tlokazarean Result / PesynbTarsi
6 Dissolution / PacteopeHue 99%, 99%, 99%, 99%, 99%, 99%

| Specification / Hopma
Not less than 80% (Q) of the

labeled amount of
C21H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMHHAITEHOTO CoAep)aHNs
C2]H25C1N203‘2HC1 (HCTI/IpI/ISI/IHa
nuruapoxopun) yepes 30 MuH.

7 Impurities by HPLC/
POIICTB CHHEBIC NTPUMECH

LEeTHpH3UHA
a) Impurity A / Less than LOQ (LOQ=0.019%)
npumech A
b) Impurity B/ Not detected / He o6napy:xeHa
puMech B
c) Impurity C/ Not detected / He o6HapyxkeHa
I'l'lpI/IMCCB C
ld) tmpurity D / Not detected / He o6HapyxeHa
Impumecs D
e) Impurity E / Less than LOQ (LOQ=0.023%)
npumMecsk E
f) Impurity F / Not detected / He o6Hapy>xeHa
npumech F

g) Any unspecified impurity |3 9go4 / 0,06%

JIrobas eqnHn4Has

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

b) Not more than 0.2 % / re Gonee 0,2
%

c) Not more than 0.2 % / He 6omee 0,2
%

d) Not more than 0.2 % / He Gonee 0,2
%

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

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

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

HEeUACHTUULMPOBAHH h) Not more than 2.0% /
a4 NpUMECh He 6onee 2,0%
h) Total impurities / Cymma  [0.1%/0,1%
rnpumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [TponykT cooTBeTCcTBYET TpeboBanmsaM HJL 3axaiouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg I
TTpoayic LeTpun® TadneTiu, MOKpbITbie NNEHOUHOH 060no4koi, 10 Mr S B
Batch No / B2203598 Batch Quantity / : 687.600 KG/
Cepus Ne - Ob6bem maprun 687,600 K" A
Analytical Report No / : 2002FP22002306 Date of Analysis / 24-11-2022
AHajsuTnyeckuii oTuer Ne Jata ananuza S
Date of Manufacture / : 11/2022 Date of Expiry / 10/2025
|LaTa mpomssojcTBa FNogen no

Analysis performed according ND / Anaans nposexen no HJ[: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

| Result / PesyabTatsl

| Specification / Hopma

Ne  [Test/ Iokazareas

8 Microbial limits /
MukpoGuonorunyeckas
YHCTOTA

a) Total aerobic microbial
count / O6uIee 4ucIo
a3pOoOHBIX MUKPOOPTAHNIMOB

b) Total combined yeasts and
mould count / O6uee yncno
IPOXKEBRIX W MIAECHEBLIX

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

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

INot more than 1000 CFU/g /
He 6onee 1000 KOE/r

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

rpu6oB Shall be absent in 1g / OTcyTtctBue B 1
Absent in 1g / OtcyTcTByeT B IT r
c) E. coli '
9 Assay / KonuaecTBeHHOE 9.96 mg/ 9,96 mr Each film coated tablet contains not
oTIpe/ielieHNe less than 9.0 mg and not more than 11.0

10 tablets in PVC/aluminum blister.

a carton. / [To 10 Tabnerok B
[1BX/antoMuaneBoM Gnucrepe. Io

2 6nuctepa BMECTe ¢ MHCTPYKIHUEH 110
NPUMEHEHNIO YTAKOBAHBI B TIAYKY
KapTOHHYIO.

mg  CyHysCIN,O32HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr

J10 1 1,0 Mr C21H25C1N203'2HC1
(ueTupusznHa JUTUAPOXNOPUA) B
TabneTke.

2 blisters and patient information leaflet in

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 Tabnetok B
[IBX/anromunnesom 6nucrepe. ITo 2
uinu 3 6ucTepa BMecTe ¢
WHCTPYKLUEN 110 MPUMEHEHHUIO
yIIaKOBaHBI B MAYKy KApTOHHYO.
VmakoBka  "in-bulk™: Ilo 10
OIIUCTEPOB MOMEIIAFOT B KAPTOHHYIO
kopobky. Ilo 252 kapToHHbIE
KOPOOKH MOMENIaloT B KapTOHHBIH
KOpof.

According to ND / B cootsercTeuu ¢ HJJ

|At tempceraturc below 25 °C. / Tpn Temnepatype He Bbie 25 °C.

10 Package / Ynakoska

11 Labeling / Mapknpoeka

12 Storage conditions /
XpaHeHUe

13 Shelf life / Cpok rogHocTH

3 years /3 rona_

Remarks : The Product confirms to ND/
IIpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanmsam HIT

Conclusion : APPROVED /
3axmouenue: OJOFPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 4

Printed Date & Time (IST):

25-11-2022 10:32:07



Uncontrolled Copy

Printed By: K Narayana Swamy

Printed Date & Time (IST):

[ I
ELECTRONIC SIGNATURES Dr.Reddy’s .
B R 'B2203598 .
Title
Document No. | QUA-FT02-1842
-Version 1.0, CURRENT Approved Date | 25.Nov-2022
tention ployee ID User Name sy
Intentio Employee ser Name ~Date (IST)
Prepared By P00021162 Latha Dasi 24/11/2022
21:59:46
Reviewed And P00034556 V Krishna Nimmakayala, 25/11/2022
Approved By 09:48:08
Approved By QA P00019846 K Narayana Swamy 25/11/2022
10:27:10
Page 4 of 4

25-11-2022 10:32:07




