(Broduci ~  Cetsine films conted 1
Hpoaver : Uempuu® ratnerw,
Batch No/ .
‘ L ‘,!H \' - -
Analytic: }Repen No/
Anaormiycckuil oTuer Ne _
Date of Manufacture / 0

/lata npomseoacrea

J&Jtlalys.ls performed éccordmg ND / At np(meieu 1o HJI: TINO13
12.05.2020 / w3me. Ne 1 o 12.05.2020, amend No 2 from 07.10.2021 / mane. Ne 2 o1 07.10.2021)

Ne | Test/ Hoxasarems

i

1 ; Description / Qrwcanre

2 Identification by HPLC/
TloaAnHHHOCTE

3 {/I\Tei*agc weight / Cpemrr
wMacca
£ |Water/Boga
5 |Uniformity of dosage units
Oxnopo1HocTs
HO3MPOBAHHS

CERTIFICATE OF ANALYSIS
C IPiHﬁifih\l_ AHAJIH3A

i i .) h i
MOKPBITHIC VIHOT KOk 1L i
w0 Tl-:;ich Quai f!t}/ 1 687.600 KG T F
O6nest nap i 687,600 KI" |
FP23001532 Date of Ana]ysxs / 26-05- |
P b E L IFNTTE T e o i
23 Date of Expiry / 05/2026 T '

Jozen no

13283/01-160919 (amend Ne 1 from

Result / PeayapTars  Specification / Hopyn ~ [
White coloured, round, biconvex film White or off white coiourbd {, round,
coated tablet with a breakline on one side. biconvex film coated tablet with a
White core on a cross section. / Kpyrisie|breakline on one side. White to off
ABOAKOBRIMYINILIE TaOmeTkH, noKperreic white core on a cross section /

wIeHOYHOR ofomouxoit Genoro upera, ¢ Kpymisie ABOAKOBBIMYKTEIC TaGReTKH,

puckoii  Ha omHol  cropome. HamokpeiTeie mueHOuHON  oBomouxoi
MOTIEPEYHOM paspede - Anpo  Oeroro 6enoro WM mouTH Oenoro upera, ©
LBETA. puckoli Ha ogHOM cropome. Ha

m"iaoﬁa_ﬁes as Ercscribed /

Coorsercrayer

MOTISPEHHOM Pa3pese — siIpo oT Geyoro
410 1oyTH 6eoro 1peTa.

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). /
BpeMs yAep®MBAHMA  OCHOBHOLO
THKa Ha XpomMAaTOrpamMme
WCILITYEMOTO  PACTBOPA  JOJTKHO
COOTBETCTBOBATE BDEMCHH
VISPHKHBAHIA OCHOBHOIO IMXa Ha
XKPOMATOrPAMME pacrsopa
craupapTHOTO ofpasua reTupuivHa
THAPOXIIOPH A {pasznen
«Kommuecrsensoe onpencnermen).

189.2mg / 1892wmr

19]Omg:l:30%0853md—1967mg)
191,0 mr & 3,0% (or 1853 Mr 1o
196,7 mr)

T 2.3% wiw/2,3%

Not more than 8.0% w/w /
{He Gonee 8,0 %

s i

I Remarks : The Product confirms to ND/
j Ilpnmeyanne: [Iponvkr coorsetcrryer TpeGoanmsim HJL

WI-GLOB-QA-0(669-1.0

Printed By: K Narayana Swamy

The acceptance value (A V) should be
less than or equal to 15.0/
[Toxasarens npuemneMoctu (AV)
noinieH ObiTh He bonee 15,0.

--__(—_Zc-;n clu.;im : ﬁRdﬁD/
3armoucune: OAOBPEHO
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CERTIFICATE OF ANALYSIS
CE I lES'I’MI\A’I AHAJIH3A

{Product : Cetrine {ilm coated tabiets, 10 mg "
[poayrr _: | CTPHHR) TAGAETIN, NOKPHITLIC WICHOYHOH OV L l
Batch No / 32302001 Batch Quantity / 687.600 KG / o
Cepns No ) Obbest paprns. A87.600 KT l
Analytical Report No/ 20021 P2300 | Date of Analysis/ 26-06-20273 |
AnamitigecKiil otaeer N N _ | daTa anaones —_— |
Date of Manufacture/ 06/2023 Date of Expiry 05/2020

Aara npou3ro e e

J‘s_ | Test / Hloxazatens

e

Impurities by HPLC/
I PoncTeensbie nprvecH
LETHPH3MHA

2) Impurity A /
OpPHMECH A

Neleli
VY

b) Impurity B /
nmpumeck B
c) Impurity C/
mprmecs C

d) Impurity D/
impumecs D

- '_e) Impurity E/
nprvecs B

f) Impurity F/
mprMech F

g) Any unspecitied impurity

JIro6as enpHuuHAs
HEMACHTH(HLIHPOBAHE
A5 [PYMECH

h) Total impurities / Cymma
rpuMeceii

"Remarks : The Product confirms to ND/
Ipumevanne: [Ipoaykr cootseteTryet Tpebosanmwiv HJY

0 Dissolution / Pacmopél-mc .

Tojen a0

Analysis performed according ND fAHaJ:I"Iiil.ﬁl)OBLAeX{ 1o H}I 11 N013283/01-160919 (amend Ne 1 from
| _12.05.2020 / mam. Ne 1 ot 12.05.2020. amend No 2 from 07.10.2021 / mam. Ne 2 ot 07.10.2021)

Result / Puy I TAT

90%, 98%, 96%, 100%, 97%. 100%

I‘spcc;f‘q ation / Hopria ]
Not less than 80% (Q) of the
labeled amounnt of

1Cy HpsCIN; O3 2HC (cetirizine
dihydrochioride) is dissolved in 30
minutes /

iHe  menee % (Q) or
HOMHHAIBHOTO CONEpIKAHMA
Cy1H,sCIN, O3 2HC] (neruprsusaa
IqurpgpoxTopra) uepes 30 mus.

80

Not detected / He ofnapyxena

|Not detected / He oGrapyxeua
jN ot detected / He oBuapymxena
Not detected / He obrapysxcua
i
Less than LOQ (LOQ = 0.023%) / Hoxe
TIPEAENa KONMYECTBEHHOrO ONPEISIeHIsA
({TIKO = 0,023%)

Not detected / He obnapyxena

Not detected / He oGnapyxena

Not detected / He obnapyxena

1 Conclusion ;
Jakmoueuue: OAOBPEHO

a) Not more than 0.2 % / ue 6once 0,2 I
%

b) Not more than 0.2 % / we Gosaee 0,2
Yo

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

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

e) Not more than 0.2 % / ue Gomec 0,2
%

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

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

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

APPROVED /

WI-GLOB-QA-0669-1.0

Frinted By: K Narayana Swamy
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U

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAAN3A

‘Produet : Cetrine filin coated tableis, 101

Hpogykr @ Lempm® tabaeriu, nokperrae riesounoi 060n0xoit L0 me

;-finréci;“Nul T + R2; Batch Quantity / GRT.600 K5/
(Copus N Ofnestimap i 87.600 KI'

'Analytical Repert No/ @ 2002023001532
Anwmmgeckuil orucr N
Date of Manufacture /

Aara npon3poncraa

Aara anajpiza
Date of Expiry/
__\Fonen no

: “G(:.'.! JL3

Date of Analysis/

Analysis performed according ND / AHﬂJ}iﬂEpéB&]T&H no HI: IT NO13283/01-160919 Za;ﬁéurid Nelfrom
| 12.05.2020 / mam. Ne ] ot 12,05.2020, amend Ne 2 from 07.10.2021 / msm, Ne 2 o1 07.10.2021)

(Mo~ [Test / Hlokasarenn )
8  Microbial limits /

| MukpobHonormiccKas
4HCTOTA

:2) Total aerobic microbial
count / Obimee uncno
a3pOOHBIX MHKPOOPTaHM3MOB

[ess than 10 CFU/g/
Menee 10 KOE/r

b) Total combined yeasts and
mould count / OBmee wueno
JI}JO}K}KGBBTX U IUICCHEBRIX

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

' Specification / Hopma

|N0£ more than 1000 CFU/g /
'He 6onec 1000 KOE/r

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

i
Shall be absent in 1g / Oreyrersue & 1
i |

rpuboB
Absent in 1g/ OrcyreTryer B Ir
P F.coli - N |
G Assay / KonuuecTpermoe 9.84 mg /9,84 mr
lonpeeneHe

Each film coated tablet contains noy
less than 9.0 mg and not more than 11.0

Remarks : The Product confirms to ND/ )
Hpaveuanne: [poayxr coorsercraver pebosatmam HJl

| Conclusion : APPROVED /
3axmouenne: OJOBPEHQ

mgz Cg;HggClNzOgZHCI (cetiriz,inc
dihydrochloride) per tablet / Ot 9,0 mr
o] 1 1,0 Mr Cz)ngC]NQOazHC]l
Eue'mpmvma JUTHAPDOXIIOPHI) kB
PR S —— et T SIS S ———, a6ne’r1(e‘ — bin
10 Package / Ynaxosxa 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2 |
2 blisters and patient information leaflet in lor 3 blisters and patient information
a carton. / Tlo 10 rabnetox B leaflet in a carton. "In bulk" package:
' MBX/amomurmesom Sarcrepe. I1o 10 blisters in a carton. 252 cartons in
2 GnucTepa BMECTE C MHCTPYKUMEH O master carton,
HPHUMEHEHMIO VIIAKOBAHbI B ITAUKY /Tlo 10 tabrerox B
KapPTOHHY 1. TIBX/amoMurmesom Gnucrepe. [To 2
'mm 3 GnucTepa BMecTe ©
FIHCTPY KITHGH 110 HPUMEHCHHEQ
YTAKOBAHEL B [1A4KY KADTOHRYIO. i
Ymaroska  "in-bulk": [lo 10
GITHCTEPOB TIOMEIAKT B KAPTOHHYIO
kopobxy. [lo 252  xaprommbie
; KOpPOOKM IOMGLIAKOT B KAPTOHHBIH
oo . . P ___[Kopob. R —
i1 FLabeHng / Mapxupoeka According to ND / B cootserctemm ¢ H/J,
12 Storage conditions / At temperature below 25 “C. / ITpu Temneparype ne Buiuc 25 °C.
Xpaxerue
13 |Shelf life / Cpox rogHoctet 13 years / 3 rona - o
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