Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg - |
Hpoayxr Herpur® TabneTku, MOKpLIThIE TNIEHOIHOH 0601104K0i, 10 MT _
Batch No / B2301267 Batch Quantity / : 687.600 KG/
Cepus Ne - Obnem napiuu 687,600KI"
rAnalytical Report No / 2002FP23001038 Date of Analysis / 19-04-2023
AHAJTHTHYECKHH oTHeT Ne JlaTa anasu3a
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JlaTa npon3BoACTBA I'ogen a0

Analysis performed according ND / Anaaus nposeaen mo HI: TI N013283/01-160919 (amend Ne 1 from

(Ne | Test/ IokazaTean

1 Description / Ormcanne

| Result / PesyabTaThi

12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Specification / Hopma

‘White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
IBOAKOBBIMYKJIbIC TaGJEeTKW, IOKPBIThIE
IUIEHOYHOI o00onoukoit Oenoro 1Bera, c

puckoif Ha  omHoit  crtopone. Ha
momepe4yHoM paspese — Aapo Oenoro
BeTa.

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. /
Kpyrnble ABOSKOBBITYKIIBIE TaOIETKH,
MOKPBITBIE  TIIEHOYHOW  0G0NOYKOIT
Oemoro Wiad 1o4YTH OEnoro LUBeTa, C
puckoii Ha opHOM cTopone. Ha
MOTIEPEYHOM pazpese — AAPo OoT BeToro
0 MOYTH Oeoro LBETA.

2 | Identification by HPLC/
[MomnmHHOCTL

1 Average weight / Cpenrsist
Macca

” ‘

| 1904mg / 1904 mr

Complies as prescribed /
CooTBeTcTBYET

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)XMBaHHS OCHOBHOTO
nKa Ha XpoMarorpaMmme
UCIIBITYEMOTO ~ pacTBOpa  JIOJDKHO
COOTBETCTBOBAThb BpEMEeHH
ynepKUBaHMWs OCHOBHOTO THKa Ha
XpoMaTorpamme pacTBopa
CTaHAApTHOro obpasla HEeTUpU3NHA
rUIpoXIIopria (pazmen
«KonnuecTBeHHOE OnpeieseHue» ).

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 185,3 mMr no
196.7 mr)

4 Water / Boga

5 Uniformity of dosage units
OnHopoaHOCTH
JTO3UPOBaHUS

2.8% wiw /2,8%

Not more than 8.0% w/w /
He 6onee 8,0 %

32732

The acceptance value (AV) should be
less than or equal to 15.0/
[Tokazarens npuemieMocTd (AV)
\HomxeH OBITE He Goree 15,0.

Remarks : The Product confirms to ND/
IMpumeuanne: [IponykTt cooTBeTcTBYET TpeboBanuaM HJL

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIHU3A
Product Cetrine film coated tablets, 10 mg
Mpoaykr : ILleTpus® TabNETKH, NOKPHITHIE THIEHOYHON 0601104K0#,10 MI -
Batch No / B2301267 Batch Quantity / 687.600 KG /
Cepust Ne B - Oinem maprun 687,600 KI'
Analytical Report No / 2002FP23001038 Date of Analysis / 19-04-2023
AnaJauTHuecKHii oTyer Ne JaTta anaausa -
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JdaTa npousBoaCTEA Togen no

Analysis performed according ND / Ananu3s nposeaex nmo HJI: TT N013283/01-160919 (amend Ne 1 from

Ne  [Test/ IokazaTtean
6 Dissolution / PacTBopeHue

7 Impurities by HPLC/
PO)ICTBCHHBIC TIPpUMECH
HETUPHU3NHA

a) Impurity A /
npuMecs A

b) Impurity B /
npumecs B
c) Impurity C/

npumecs C

d) Impurity D /
opumecsk D

e) Impurity E /
npuMech B

f) Impurity F /
npumMech F

g) Any unspecified impurity

JIro6as eqHUYHAas
HeuIeHTUG UM POBAHH
ast IpYMech

h) Total impurities / Cymma
npuMecei

-i{esult / Pe3ynnTaThl
96%, 96%, 97%, 94%, 93%, 95%

12.05.2020 / u3Mm. Ne 1 ot 12.05.2020, amend No 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

| Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He ™enee % (Q) or
HOMWHAJILHOTO COnepKaHNS
C,H,5CIN,04-2HCI (netupusuna
auryapoxyopun) yepes 30 MuH.

80

Not detected / He o6napyxena

Less than LOQ (LOQ = 0.010%) / Huxe
mpedena KOMUYeCTBEHHOTO oTnpeneneHNs
(TTKO = 0,010 %)
Less than LOQ (LOQ = 0.017%) / Huxe
npeena KoJIM4eCTBEHHOTO OnpeaeicHUs
(TIKO = 0,017%)

Not detected / He o6Hapy»xeHa
0.02% / 0,02%
Less than Limit of Detection (LOD =

0.015%) / Hroke nipenena oOHapyKeHus
(ITO = 0,015%)

0.07% / 0,07%

0.1% /0,1%

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

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

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

d) Not more than 0.2 % / He 6onee 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 60mee 0,2%

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

Remarks : The Product confirms to ND/
Ipumeuanue: [IpogykT cooTBeTCTBYET TpeboBauusam HJI

Conclusion : APPROVED /
3airouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg |
poayst Llerpun® rablieTn, TOKPLITHIE TNIEHOTHOH 06omovkoi, 10 Mr
Batch No / B2301267 Batch Quantity / 687.600 KG / 9
| Cepus Ne - O0bem mapTum 687,600 KI"
Analytical Report No / 2002FP23001038 Date of Analysis / 19-04-2023
AnasuTuyecknii oraer Ne Jata ananusa
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JaTa npoH3BoACTRA I'onen o

Analysis performed according ND / Ananus nposegen mo H/I: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wam. Ne 2 ot 07.10.2021)

| Result / PesyanTaThl

Ne Test/ l'[_(ll_casaTeﬂb

8 Microbial limits /
MuxpoOHonornueckas
THCTOTQ

a) Total aerobic microbial
count / O6uiee yucno
a3pOBHBIX MMUKPOOPTAHU3MOB

b) Total combined yeasts and
mould count / O611iee yHcO
IPOKKEBBIX U TIIIECHEBBIX

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

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

| Specification / Hopma

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

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

rpuboB Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g / OrcyTcTBYeT B 1T r
) E. coli
9 Assay / KonndecTBeHHoe 10.01 mg/ 10,01 mr Each film coated tablet contains notff
oTipeneieHue less than 9.0 mg and not more than 11.0

mg C21H25CIN203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 wmrj

10 1 1,0 MFP C21H25C1N203'2HC]
(ueTUpM3vHa  JWTMOPOXJIOPUL) B
rabyieTke.

10 tablets in PVC/aluminum blister.
3 blisters and patient information leaflet

3 6McTepa BMecTe ¢ MHCTPYKIHEHR Mo

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 Ta6meTok B
[IBX/amromuHueBOM OmcTepe. [To 2
uny 3 Gnucrepa BMecTe ©
WHCTPYKUUEH 110 TIPUMEHEHU0
yaKoBaHH! B TA4Ky KapTOHHYHO.
Ymakoska "in-bulk": Ilo 10
OIMCTEPOB TIOMEIIAIOT B KAPTOHHYTO
kopobky. Ilo 252 xapToHHBIE
KOpOOKH TIOMEIIAIOT B KapTOHHEIH

Kopob.

According to ND / B cootsetctBun ¢ HJJ

10 Package / YnakoBka
in a carton. / TTo 10 TabneTox B
[IBX/amomunneBom 6muctepe. [To
MPUMEHCHWIO YITAKOBAHEB! B TAYKY
KAPTOHHYH).

11 Labeling / MapkrpoBka

12 Storage conditions /

XpaHeHWe
13 Shelf life / Cpok rognoct |3 years / 3 roma

At temperature below 25 °C. / Tlpn TeM_rIepaType He BhlLe 25 °C.

Remarks : The Product confirms to ND/
Mpumeuanne: TIpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axuouenue: OJJOBPEHO
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