Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product : Cetrine film coated tablets, 10 mg )
Hpoaykr LieTprH® TabNneTKH, MOKPLIThIE TIIEHOYHO 006009K0MH,]10 Mr B
Batch No / B2203755 Batch Quantity / 1 687.600 KG/
|Cepua N O0bemM napTuu 687,600 KI'
Analytical Report No / : 2002FP22002437 Date of Analysis / T 23-12-2022
AHaaUTHYECKHIT oTHeT Ne Jdarta anaausa
Date of Manufacture / 11/2022 Date of Expiry / " 10/2025
Jata npousBoacTBa Topen a0

Analysis performed according ND / Ananus nposenen no IIJI: TT N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / m3M. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Specification / Hopma
White or off white coloured, round,'
biconvex film coated tablet with a
breakling on one side. White to off-
white core on a cross section. /
Kpyrible OBOSKOBBHIYKIILIE TabNeTKH,
[IOKPBITBIE  TUIEHOUHOM  060noukoii
Oenoro unu noutd 6enoro uBera, c
pHCckoil Ha oOHONH cTopoHe. Ha
[moniepeunOM pazpese — AOpo oT Genoro
10 oyTH 6enoro 1UBETa.

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 ymepxuBaHMA  OCHOBHOIO
nuKa Ha XpoMaTorpaMme
UCILITYEMOrO  pacTBOpa  HIOJBKHO
COOTBETCTBOBATH BpPEMEHH
yAEpPKMBAHWSA OCHOBHOI'O TIHKA Ha
XpoMmarorpaMmme pacTBOpa
cTanAapTHoro obpasua LeTHpU3nHA
THAPOXIIOPHAA (pasnen
«KonnuecTBeHHOE ONpeneneHuey).

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 Mr no
196,7 mr)
Not more than 8.0% w/w /
He 6onee 8,0 %

]‘9 Test / Iloka3zaTeanb Result / PesyanaTb_l_
‘White coloured, round, biconvex film
1 Description / Omicanue coated tablet with a breakline on one side.
While core on 4 cross section. / Kpyiuibte
NBOAKOBBLINYKJIble TabNeTKH, [OKPBITHIE
MJIEHOYHON 000I04YKo# Oeioro usera, ¢
prickoii Ha  oxHoit  cropoHe. Ha
NonepeunoM paspese — supo  Oeoro
BETA.
2 Identification by HPLC/ Complies as prescribed / a
[TomnuuHoCTD CooTBeTCTBYyET
3 Average weight / Cpennss 190.5 mg /190,5 mr
Macca
4 | Water/ Bona 3.1%w/w /3,1% N
5  Uniformity of dosage units 30/30
OxRopoaHOCTH
J103UPOBaHUS

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokasarens npuemnemMocty (AV)
ormkeH ObITE He 6oree 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTCcTBYET TpeboBanusiv HJT

Conclusion : APPROVED /
3aknawuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

of 4

Printed Date & Time

Page 1

(IST): 26-12-2022 11:53:04



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoayxr IeTpnu® TabneTku, MOKphIThIE NNIEHOYHON 00on04KOit, 10 M B
Batch No / B2203755 Batch Quantity / 687.600KG/
Cepus Ne B Ob6vem naprun 687,600 KI"
Analytical Report No / : 2002FP22002437 Date of Analysis / T 23-12-2022
|AHAJIUTHYecKHH oTHeT No Jarta ananusa
Date of Manufacture / ¢ 11/2022 Date of Expiry / 10/2025
JaTa npousBoacTsa ojaen g0

Analysis performed according ND / Anasus nposeaen mo HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 o1 07.10.2021)

Result / PesyabTaTer

99%, 99%, 99%, 99%, 98%., 101%

| Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
L‘2|H25CIN203'2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He w™enee % (Q) or
HOMITHAIILHOTO cozleprkaHus
C;1H,5CIN,O5-2HCI (uetupmsnna

80

aurnapoxaopujt) Hepes 30 mMus.

_ﬁ‘g Test / IlokazaTeJb

6 Dissolution / PacTBopenne

7 Impurities by HPLC/
PoncteeHHbIE TipMeECH
LIETHpU3NHA

a) Impurity A /
npumMecsh A
b) Impurity B /
rpumMecs B
c) Impurity C/
npuMecs C

d) Impurity D /
npuMeck D

e) Impurity E /
npumeck E

) Impurity F /
npumeck F

g) Any unspecified impurity

JIrobas eanHNUIHAs
HEUJIeHTH(PHILIPOBAHH
fsl IPUMeCh

h) Total impurities / Cymma
npuMecei

Less than Limit of Detection
(LOD=0.005%)

Not detected / He obnapyxeHa

INot detected / He o6HapyxeHa
Less than LOQ (LOQ=0.003%)

0.03% / 0,03%

Not detected / He oGHapyxena

0.05% / 0,05%

0.1% /0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Hpumeuanue: ITponykt coorBeTcTBYET TpeboBaHmam HJI

Conclusion : APPROVED /
Jaxkawydenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTU3A

Product Cetrine film coated tablets, 10 mg

MpoaykT : lleTpun® TabieTku, MOKPBITLIE INEHOUHOH 0605104uK0M, 10 M1 )

Batch No / B2203755 Batch Quantity / 687.600KG/
|Cepusi Ne B O6beM mapTum 687,600 KI"

Analytical Report No / : 2002FP22002437 Date of Analysis / 23-12-2022 T
|AHaJuTHYecKHIT oTHeT Ne Jarta anajausa |
Date of Manufacture / 11/2022 Date of Expiry / 10/2025

JaTa npoH3BOACTBA Tosen g0

Analysis performed according ND / Auamus nposeaen mo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Ne  [Test/IokasaTenn

8 Microbial limits /
Mukpobuonorudaeckas
YUCTOTA

a) Total aerobic microbial
[count / Obuiee uncno
[a0poOTILIX MHKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / Obuiee uncio
PONOKEBEIX U TTECHEBBIX

| Result / Pe3yabTaTh

Specification / Hopma

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

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

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

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

3 blisters and patient information leaflet
in a carton. / TTo 10 TabneTox B
[IBX/amomunnesom 6nucrepe. Io

3 6nMcTepa BMeCTe ¢ MHCTPYKIIUEH TT0
MMPUMEHEHHFO YIIAKOBAHBI B TTAYKY
KapTOHHYIO.

rpu6oB Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g / OTcyTcTByeT B IT r
c) E. coli -
9 Assay / KonnuecTBeHHOE 9.82 mg /9,82 Mr Each film coated tablet contains not
onpeneNeHue less than 9.0 mg and not more than 11.0
mg C,y HysCIN,O3-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 M1
10 1 1,0 MT C2[H25C1N203'2HC].
(UeTUpU3UHA  JUTHIAPOXIIOPHA) 5
Taberke. » ‘
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 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 TabneTox B
[TBX/anromuaunerom omucrepe. ITo 2
unu 3 6nucrepa BMecTe ©
WHCTPYKIHUEH TI0 MPUMEHEHHIO
yMaKOBaHbI B [TAYKy KapTOHHYIO.
Vmakoeka  "in-bulk":  ITo 10
BIUCTEPOB MTOMEUIAIOT B KAPTOHHYIO
kopobky. Tlo 252 xapronsele
KOpoOKH TIOMCIIaloT B KapTOHHBIH
KOpoO.

11 Labeling / Mapkmupogka

12 Storage conditions / o
XpaHenue

According to ND / B cootsetcTBumn ¢ HJI

At te;nperature below 25 °C. / [1pn TeMr;:paType He BbIwe 25 °C.

13 | Shelflife / Cpox rognoctu

3 years /3 roga

Remarks : The Product confirms to ND/
Mpumeuanune: ITpoaykT cooTBETCTBYET TpeboBanmam HJI

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO
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