Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
HpoaykTt LeTpnu® TabneTKK, MOKPBITHIE L1EHOYHOIH 060104KOid, [0 MP
Batch No / B2300881 Batch Quantity / 687.600 KG / '
Cepus Ne o ____|O6Bbem mapTuu 687,600 KI"
Analytical Report No / : 2002FP23000697 Date of Analysis / 13-03-2023
AHaTHTHYECKHWH oTUeT Ne JlaTa avan3a
Date of Manufacture / 02/2023 Date of Expiry / 01/2026
JaTa npousBoacTBa logen go

Analysis performed according ND / Anaaws nposeaen no HJI[: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Ne

1

Test / TlokazaTesan

Result / Pe3yabTaThl

Specification / Hopma

Description / Onncanne

puckoii  Ha

L[BETA.

OIHOM

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
NBOSIKOBBIMYKJILIE TaGNEeTKH,
nneHouHoit obonoukoit Genoro uBeTa, C
CTOpOHE.
nomepeuHoM paspese — AApo Genoro

White or off white coloured, round,
biconvex film coated tablel with a
breakline on one side. White 1o off-
white core on a cross section, /
Kpymisie JBOSKOBLITYKITLIE TabicTKN,
MOKPLITRIE  [IEHOTHON  obojovKoi
Oenoro win nourn deloro userta, ¢
prckoii  ma  oxmoil  cropome. Ha
NOHCPETHOM pazpese — 41po ot Henoro
J10 1104TH DEnoro ueetra,

[2%]

Identification by HPLC/
MommmEHOCTE

CooTBeTcTBYET

Complies as prescribed /

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  yHepXWBaHHA OCHOBHOTO
TIMKa Ha XpomMaTorpamMmme
UCITLITYEMOTO  PacTBOpa  JOJKHO
COOTBETCTBOBATH BpPEMEHN
YICP)KMBAHUS OCHOBHOTO TIHKAa HA
XxpomarorpamMme pacTBopa
CTaHAapTHOTO 00pasua HeTHPHU3IUHA
ruapoxnopuaa (pazpen
«KonnuecTBeHHOE ONpENETICHUEY).

Macca

Average weight / CpemHsist

189.4 mg /

Water / Bona

23% wiw/23%

189,4 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg) |
191,0 mr £+ 3,0% (ot 1853 Mr mo
196,7 mr)

|He 6omee 8,0 %

Uniformity of dosage units
{ OMHOPOTHOCTE
nO3NpPOBAHUA

29729

Not more than 8.0% w/w /

The acceptance value (AV) should be
less than or equal to 15.0/
[Toxaszarens npuemnemoctu (AV)
imomkeH OBITH He Gonee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanue: Tlponykr coorsercrByer TpeboBanmam HJL

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product Cetrine 1lm coated tablets, 10 mg

Mpoaykr : IletpuH® Tabnerku, NOKPLITbIE MIEH04HOH 060104 KO, |10 Mr

Batch No / B2300881 Batch Quantity / 687.600 KG /
Cepua Ne O6BLeM napTiu 687,600 KT'
Analytical Report No / : 2002FP23000697 Date of Analysis / 13-03-2023
AHAJTHTHYECKHI oTUeT No JlaTa anajau3za

Date of Manufacture / 02/2023 Date of Expiry / 01/2026

| IaTa npouanoacTna Toxen xo

Analysis performed according ND / Anaans nposeaed no HI: TT N013283/01-160919 (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)

Ne Test / IToxaszaTeNn

Result / Pe3yabTaThl

Specification / Hopma

6 Dissolution / PacTBopenue

100%, 99%, 97%, 97%, 99%, 100%

Imuruapoxmopun) uepes 30 Mun.

Not less than 80% (Q) of the
labeled amount of
C, H55CIN,05-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMWHAJILHOTO COIepIKaHus
C,H,5CIN,O5-2HCI (uetnpusuna

7 Impurities by HPLC/
PopcTeeHHbIE TPHMECH
HETHPU3HHA

a) Impurity A /
npuMecsh A
b) Impurity B /
npumech B
c¢) Impurity C/
npumech C

d) Impurity D /
npumeck D

e) Impurity E /
nmpuMech E

f) Impurity F /
npumect F

g) Any unspecified impurity

. JIrobas eniHUUHAS
HewIeHTH PUIPOBaHH
as MpuMech

h) Total impurities / Cymma
npumeceii

Not detected / He oOHapyxera

Not detected / He obrapyxena

0.02% / 0,02%
Not detected / He o6HapyxeHa
0.02% / 0,02%

Less than Limit of Detection
(LOD=0.015%)

0.06% / 0,06%

0.1%/0,1%

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

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

c) Not more than 0.2 % / ne 6onee 0,2
%

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

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

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

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

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

Remarks : The Product confirms to ND/
Mpumeuanne: ITpoaykT coorBeTcTBYET TpeboBanmsm HJI

Conclusion : APPROVED /
3akmiouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
ITpoaykTt [HeTpuH® TabneTky, NOKPbLITHIE MIEHOUHON obonoykoi, |0 mr
Batch No / B2300881 Batch Quantity / 687.600 KG /
Cepusn Ne O6bem maprTun 687,600 KI'
Analytical Report No / : 2002FP23000697 Date of Analysis / 13-03-2023
AnaauTuaecknii oTger No JarTa ananusa
Date of Manufacture / 02/2023 Date of Expiry / 01/2026
JlaTa npon3BoacTBA Tonen go
Analysis performed according ND / Ananus nposeaen no HJ: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o1 07.10.2021)
Ne | Test/Tlokazatens Result / PesyanTats Specification / Hopma
8 Microbial limits /
Mukpo6uroornueckas
4HCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61ee yucno Menee 10 KOE/r He Gonee 1000 KOE/r
a3poGHLIX MUKPOOPTraHi3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6utee uucno  Menee 10 KOE/r
OPOXOKEBBIX W TUIECHEBBIX
rputos Shall be absent in 1g / Orcyrcreue B ]
Absent in 1g / OtcyrerByer B LT r
c) E. coli
9 Assay / KonngecTBeHHOES 10.02 mg/ 10,02 mr Each film coated tablet contains nof
onpejenenue less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O5-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr]
a0 1 1,0 MI C2|H25C1N203'2HC]
(UeTHpW3WHA ~ OUTHIOPOXJTIOPMA) B
TabJreTke.
10 Package / Ymakorka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton, / TTo 10 TabneTox B leaflet in a carton. "In bulk" package:
[TBX/anromuruesom Gimctepe. [To 10 blisters in a carton. 252 cartons in
2 bnpcTepa BMeCTe ¢ MHCTPYKLIMEH 110 master carton.
MPUMEHEHWIO YTTaKOBaHbI B Ma9YKy / ITo 10 TabneTox B
KapTOHHYIO. [TBX/amomMuHueBom 6nmcrepe. 1o 2
w3 GnucTtepa BMeCTe C
WHCTPYKLUUEN IO IPUMEHEHHIO
yNaKoBaHbl B NaUKy KAPTOHHYIO.
VnakoBka  "in-bulk": Ilo 10
GJTHCTEPOB TIOMETNAIOT B KAPTOHHYIO
kopobky. Ilo 252 xapToHHBIE
KOpOOKM NOMELlalT B KAPTOHHbIH
] | KOpo6. .
11 Labeling / Mapxuporka According to ND / B cootercreuv ¢ HI{
12 Storage conditions / At temperature below 25 °C. / Tlpn Temnepatype ue Bbiwue 25 °C.
XpaHenune
13 | Shelflife / Cpok ronHocT 3 years / 3 romta - - -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MMpumeuanne: ITpoaykT cooTBeTCTBYET Tpeboranuam HJ[ 3akmiouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolied Copy

ELECTRONIC SIGNATURES

Dr.Reddy's ":"
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B2300881

Document No.
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