CERTIFICATE OF ANALYSIS
CEPTH(I)]}IKAT HAJIPBA

Product  : Cetrine film coated tablets, 101
Upogyrer @ Tlerpra® 12010 TRH, HOKPBITHIC YACHOWHOH 06010010 M : :
Batch No / B32301561 Batch Quantity / : 6*' 600 KG /
Cepusn Ne o _|Ofnev naprum ) Kl
Analytica) I{e}\ ort No / 2002FP23001269 Date of Analysis / t 5-2023
Anamangdecknil orger N ~'Nara ananmza
Date of Manufacture / 04/2023 'Date of Expiry / 03/2026 B
Aara npon3BoxCIBA open 1o

Analysis performed according ND / Anams nposexen nio HI: T1 NO13283/01- 160919 (amend Ne 1 from

[ 12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wam. Ne 2 o7 07.10.2021)

Test / Hokmareis

Description / Oumcasue

Result / PesynsTaTnl
White coloured,
coated tablet with a breakline on one side.
White core on a cross section. / Kpyriuie

nnexouHoi obonouxol Oenoro usera, C

round, biconvex film

IBOSKOBBIYKIbIG TaOMETKH, TOKPHITHIE!

196,77 mr)

_i{He 6onee 8.0 %

Specification / Hopma ~

White or off white coloured, round,
biconvex film coated tablet with a
}breakline on one side. White to oif-
white core on a cross section. /
Kpyriele DBOAKOBBIIYIIIEIE TabOmeTIH,
TIOKPHITHIE  THIEHOYHOH  oBomowxoH
Genoro WM IOYTH Oenoro Imera, C
pucko¥ Ha ofHOH cropome. Ha
[IOTIEPSYHOM paszpese — Aapo ot 6eroro
1o 1ouTH Beroro uBeTa.

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 yOCDXMBAHHMA OCHOBHOIO
rKa Ha XpOMaTOrpaMMe

MCILITVEMOTO  PacTBOpa  HOJDKHO
COOTBCTCTBOBATE BPEMEHH
Y IEPAHBAHMA OCHOBHOIO [MKA Ha
XPOMATOrPAMMS pacrBopa
crangapTHOro 00pasna LEeTUPHIHHA
fruppoxnopusia (paszen
« KOonMIecTREHHOE OIPENSITCHHUEY ).

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (or 1853 Mr ag

Not more than 8.0% w/w /

{The acceptance value (A V) should be
less than or cqual to 15.0/
[oxasatens mpuemaemoctu (A V)
\moJkeH opiTeh He Oonec 15,0.

|

! puckoi  Ha ompoH  cropome. Ma
nomepedHOM paspese — smpo  Genoro®
uBera.

2 Identification by HPLC/ Cornqplies as prescribed / ]

{10 11HHHOCTh CootBeTcTBYCT

3 |Average weight / Cperpsst | 189.5 mg /189,5 mr
Macca
4 |Water/Boma T T30% wiw/3,0% -
5 mUniformity of dosaée nits | 5.8/58 o
O mHOPOAHOCTE
TO3MPOBAHMA
| Remarks : The Product confirms to ND/ o -

[pameuanne: [lpoavkr cootsercTByeT TpeboBanmsM HIL

T Conclusion : APPROVED /
Jaxnouenne: OJOBPEHO
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controllet

CE, m ( ALE OF !\Nf\i__.___.ﬁ;aw

CEPTHDHEAT AHA
'lrﬂdu ¢+ Cetrine film coated  10mg
'll oryry  : Llerpru®: tabieTie, NOKPBITHIC TLICHOUN0#H 06010uKoH, 1 0 A o !
BatchNo/ v B2301561 Batch Quantity / : 687.600 KG/ i
Cepnu o . - |Ofsem napTHH 687.600 KT’
Analytical Report No / : 2002FP23001269 IDate of Analysis / : 13-05-2023
Avanmrpyecknii gryer e |Bara asamusa - o
Date of Manufacture / : 0472023 Date of Expiry / 1 U3/2026 o
¢ A”m OPOHM3ILeACTEA Uonen ao o N

b) Impurity B/

Analysis perfermed according ND / Arams nposenen mo HJ: TTN013283/01-160919 (amend Ne 1 from
| 12.05.2020 / mam. Ne 1 ot 12.05.2020. amend Ne 2 from 07.10.2021 / m3ne. Ne 2 07 07.10.2021)

Mo TTest/ Iloxasarem Result / Pesyantars | Specification / Hopma

6 |Dissolution / Pacmcpcme 97%%, 100%, 99%, 98%, 59%%, %9% Not less than 80% (Q} of the
iabeled amount of
C, HpsCIN,O4 2HCI {cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmerece 80 % (Q) or
HOMHHATBEHOTO COAESPKEHUA
Cp H»sCIN, O3 2HC! (vetupusuma

- . _— auruppoxnopun) yepes 30 mux,

7 Impurities by HPLC/ -
POICTBEHHBIC TPUMECH a) Not more than 0.2 % / ne Gonee 0,2
LETHPM3HHA Less than LOQ (LOQ = 0.019%) / Hyoxe (%

. Npenena KoAMYECTBEHHOTC ONpeJeNieH A |
a) Impurity A/ (IIKO = 0,019%) b) Not more than 0.2 % / ue Gonee 0,2
mprMeck A 0,

'Less than LOQ (LOQ = 0.010%) / Huke |
Hpe,aena ROJHUYECTBEHHOIO OHPEIICI!G]-II{H

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

ppetcn B (TTKO = 0.010%) %

c) Impurity C/ Less than LOQ (LOQ = 0.017%) / Hyoxe 1

nprvecs C | PEAENE KOTMMECTBEHHOIO OIPEACHCHE d) Not more than 0.2 % / ue Gonee 0,2

. {(TIKO = 0.017%) &
) Impueiny DY lNot detected / He obnapyxena
nprvecs D | e) Not more than 0.2 % / ue Gonee 0,2
o ; )

&) Impurity E / 10.03% /0,03% %

apumecs B ;

e Less (han Limit of Detection (LOD = D E‘k’t more than 0.2 % / ne Gouee 0,2

Iy Impurity F / 0.015%) / Hioxe npenena 0bHapy KeHms Yo |

mprmech F (T1O =0,015%) ' f
| g) Not more than 0.2% / '
' g) Any unspecified impurity He Gonee 0,2%

R 0.08% /0,08%

HEH ICH THPULIAPOBAHH h) Not more than 2.0% /

At IPHMECS He Gonee 2,0%

h) Total impurities / Cymma

lTpHMCCGi:I ;0.2% / 0,2%

L f . . S N

ﬁemark-s . il'ﬁl;mduct confirms to ND7
| Hpumeuamie: [Ipomy KT COOTBSTCTBYET tpeboranmay HJ]
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ERTIFICATE OF ANALYSIS
( EPT ]'ffi*Dlll‘ AT AHAJTH3A

Product : Cetrine filn cont

-d tablets, Umg
Hipogyr @ llotpumr® 72 :""rr W, TIOKpPLI Iie IIeHouHOE gbonouxoit L mr
BatchNo/ 323015601 'Batch Quantity / 37.600 1 -
| Cepus Ne o ()!n €M DAPTIH - ,{ f
f.&l}:i'l_vtica] Report No s : 2002FP23001269 Date of Analysis / b
E_Amnuﬂutmcnu;i oraer N Aara anaianza B
Date of Manufacture / v 04/2023 'Date of Expiry / 03/2026
Naranpomssonersa |Copem o~

| Analysis performed éccordmg ND / Auamis nposeaen no HI: ITNO13283/01- 160919 (amend No | from

or 07.10.2021)

|_12.05.2020 / msm. Ne 1 or 12.05.2020, amend No 2 from 07.10.202] {m3m. Ne 2

N [Test/ Moxazarens

8 [Microbial limits /
Muxpobuonormiecikan
HUCTOTE

1) Total aerobic microbial
count / Obmee yncno
A3POOHEIX MUKPOOPIaHIT3MOB

| Result / Pesynbrars:

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

b) Total combined yeasts and Less than 10 CFU/g/
mould count / Obwee uucio Meﬁee 10 KOE/r
IPOFIKEBBIX ¥ IUIECHEBBIX

H

‘rpubos
Absent in 1g/ Otcyrersyet B Ir
eEecoli N i
9 Assay / KonmsiecTsernoe 9.84 mg /9,84 NT
OTIPE/ICIICHIC

10 tablets in PVYC/aluminum blister.

2 blisters and patient information leaflet in
a carton. / [To 10 Tabnetok B
[1BX/amomusmesoM Gnucrepe. [To

' 2 HnmMcTEPd BMECTE C MHCTPYKLIEH IT0
[PUMEHCHMIO YIIAKOBAHb! B TIA4KY
KapTOHHYO.

10 Package / Yraxosxa

11 |Labeling / Mapxuposka According to ND / B cootsercTaem ¢ HJJ

12 |Storage conditions /
Xpanermc

13 @helt‘life/Cpo:crdnuocm ‘ ?years/3 mna

Remarks- The Pmduct conﬁrms 1o ND/
| Ipaveuanue: [poyxr cooTseTeTsyeT Tpebopaniiv HJ

. NS TR, |

/At temperature below 25 °C. / [pu temneparype re shuue 25 °C.

Conclusion : APPROVED / o ||
| 3akmouenue: OJOBPEHO

Specification / Hopma

Not more than 1000 CFU/g /
He Gosce 1000 KOE/r

ot more than 100 CFU/g /
He Gonee 100 KOE/r

IShall be absent in 1g / Orcyrcrsue B |

[Each film coated tablet contains no1
lless than 9.0 mg and not more than 11. 0
mg  CyHysCIN, O3 2HCI (cennzme'
dihydrochloride) per tablet / Ot 9,0 mr!

o 11,0 mr  CyHasCIN,O52HC
(UeTHPIRHHA — JUIHAPOXIIOPHO) B
rabmeTke.

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.

[1o 10 TabreTox B
[TBX/amomermesom bmuctepe. [lo 2
wiu 3 biucrepa BMECTe ©
HHCTPYKLIMEH T10 IIPHMEHESHUIO
Y IAKOBAHE! B [AYKY KaDTOHHYIO.
Vnakoska  “in-bulk": Ilo 10
OIMCTEPOB MOMEIIAIOT B KAPTOHHYIO
kopobxy, Ilo 252 xaproumble
KOPOOKH TOMCILAXT B KAPTOHHBIH
K0pab.
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