Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Ilpoaykr Lietpun® TabneTkH, TOKPHITHIC INICHOUYHOH 060/m04K0M, 10 Mr
Batch No / B2302003 Batch Quantity / 687.600 KG /
Cepus Ne 06bem mapTun 687.600 KI'"
Analytical Report No / 2002FP23001523 Date of Analysis / : 26-06-2023
Anaarngceknii oTver No Jara ananusa
Date of Manufacture / 06/2023 Date of Expiry / 05/2026
Jara npou3BoacTBa I'open o

Analysis performed according ND / Anaus nposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / yizm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne Test / [lokazaTen

Result / PesynbTarhbl

Specification / Hopma

1 Description / Ormcanme

[UICHOYHOU 000I0YKOM
pUCKOW Ha  OOHOM

LBETA.

White coloured, round,
icoated tablet with a breakline on one side.
White core on a cross section. / Kpyrusie
TBOSIKOBBITTYKJIbIE TaOJIETKH, ITOKPHITHIC

biconvex film

Oenoro 1LBeTa, C
cropore. Ha

[OMEPEeYHOM paspese — sapo  Oenoro

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. /
Kpyrible JBOSKOBBINMYKILIC TabICTKH,
MOKPBITBIE — IUICHOYHOW  060I0UYKOM
Gemoro wiu moytu Oenoro upera, ¢
puckod Ha omHOM cropoHe. Ha
MOMEPEYHOM PA3Pese — PO OT BEIOro
10 mouTy 6eIoro LBeTa.

[3%]

Identification by HPLC/
[loiTHHHOCTH

Complies as prescribed /
CooTtBercTBYET

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). /

Bpemsi  yIaep>KHBaHUSA  OCHOBHOIO
MKa Ha XpOMAaTOrpaMme
HUCIIBITYCMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BPEMEHHU
'V AEP)KUBaHKS OCHOBHOTO IMMKA Ha
XPOMATOrpaMme pacTeopa
CTaHmapTHOrO 00pasia LETHPU3HHA
CHUAPOXJIOPUAA (paszen
«KonmmieCcTBEHHOE OIPECIICHHEY ).

3 Average weight / Cpeansist
macca

1883 mg / 1883 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 185,3 mMr mo
196.7 mr)

4 Water / Boma

2.1 % wiw/2,1%

Not more than 8.0% w/w /
He 6onee 8.0 %

5 Uniformity of dosage units
/ O THOPOAHOCTE
TO3MPOBAHKA

74774

The acceptance value (AV) should be
less than or equal to 15.0 /
[Toxasarens mpuemnemocta (AV)
noJnKEH OBITE He Oonee 15,0.

Remarks : The Product confirms to ND/
INpnmeuanne: [1poaykr cooTBeTcTBYCT TpeOoBanusM HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg R
Ipoayxr Lletpua® TabneTKH, MOKPHITHIC TNICHOYHOM 06omoukoi, [0 Mr T
Batch No / B2302003 Batch Quantity / 1 687.600 KG / o
Cepus Ne O6bem naprun 687,600 KI"
Analytical Report No / 2002FP23001523 Date of Analysis / 26-06-2023
Anamrnvecknii oruer No JlaTa anami3a
Date of Manufacture / 06/2023 Date of Expiry / 05/2026
Aara npoussojcrea I'open no

Analysis performed according ND / Auanu3 nposeaex no HJ{: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o1 07.10.2021)

(Ne [ Test / Hokasarens

Result / PesynbTarsl

Specification / Hopma

6 Dissolution / PacTtBopenue

97%, 98%, 96%, 96%, 98%, 97%

Not less than 80% (Q) of the
labeled amount of
C2|H25CIN203'2HC] (CetiriZine
dihydrochloride) is dissolved in 30

minutes /
He wMenee 80 % (Q) or
HOMHHAIBHOIO CONCPIKAHUA

C2|H25C1N203'2HC1 (ue'rprpuspma
nuruapoxnopun) yepes 30 mMum.

7 Impurities by HPLC/
PoacTBeHHBIC IPUMECH
LIETUPU3HHA

a) Impurity A /
npuMech A

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

d) Impurity D/
npumecs D

e) Impurity E / (TIKO = 0,023%)

npumecs B

f) Impurity F /
rprvecs F

g) Any unspecified impurity

JIrobast enunpraHasn
HCHMACHTH()HLIMPOBAHH
151 PUMECH

h) Total impurities / Cymma
pUMeceH

Not detected / He oOnapy xeHa

Not detected / He oBwapy»xena

Not detected / He o6rapyxxena

Not detected / He oGnapyxeHa

Less than LOQ (LOQ = 0.023%) / Huxe

apeacina KOMUICCTBCHHOTO OTIPECACTICHMA

Not detected / He o6HapyxeHa

Not detected / He oGnapy:xena

Not detected / He o6napysxeHa

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

b) Not more than 0.2 % / ne 6once 0,2
%

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

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

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

f) Not more than 0.2 % / ue 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/

Ilpnmeuanne: Ilpoaykrt cooTBeTcTBYET TpeboBaHmsaM HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIN3A
[Product Cetrine film coated tablets, 10 mg )
Hlpoaykr LletpuH® TabneTKH, NOKPHITHIC INTEHOYHOH 060m0uKkoM, 10 Mr
Batch No / B2302003 Batch Quantity / 687.600 KG/
Cepnsi Ne - O0bemmaprun 687,600 KT’
Analytical Report No / 2002FP23001523 Date of Analysis / 26-06-2023
Anannruuecknii oryuer Ne JlaTa anannza
Date of Manufacture / 06/2023 Date of Expiry / 05/2026
Aara nponssojacrea I'ogen oo
Analysis performed according ND / Auamu3s nposeaen no HJI; [T N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. No 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 01 07.10.2021)
| Ne Test / [loxkazaTesib Result / Pe3yibrathl Specification / Hopma
8 Microbial limits /
Mrxpobuonoruueckast
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6wee uucito Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTAHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6mee yucno [Menee 10 KOE/r
JPOKIKEBBIX U TUICCHEBBIX
rpu6os Shall be absent in 1g / OrcyrcTre B 1
Absent in 1g / OrcyrcTyer B Ir r
c) E. coli
9 Assay / Konuuectsensoe 9.75mg /9,75 mr Each film coated tablet contains nof|
orpeaeIeHre less than 9.0 mg and not more than 11.0
mg C2|H25C1N203‘2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 mi
10 1 1,0 Mr C21H25C]N203'2HC1
(ueTMpu3MHa ~ AUTMAPOXJIOPHA) B
rabreTke.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / ITo 10 TabneTok B leaflet in a carton. "In bulk" package:
[MBX/amomurmeBom 6nuctepe. ITo 10 blisters in a carton. 252 cartons in
3 6nucTepa BMECTE ¢ HHCTPYKIMEH Mo [master carton.
[IPUMECHCHUIO YITAKOBAHEI B MAYKy ITo 10 TabneTox B
KaPTOHHYIO. [1BX/amomurmesom Gructepe. [1o 2
WiH 3 GIrcTEPa BMECTE C
MHCTPYKLHEH IO IPUMCHEHHEO
Y TIAKOBAHBI B MTAYKY KAPTOHHYIO.
Ymakoska  "in-bulk": Ilo 10
OIUCTCPOB MOMCILAIOT B KAPTOHHY IO
kopobxy. [lo 252 xapToHmHbIE
KOPOOKH IMOMCILIAOT B KAPTOHHBIN
KOp06.
11 Labeling / Mapxuposka According to ND / B cootBetcTBum ¢ HJ]
12 Storage conditions / At temperature below 25 °C. / TTpu temnepartype He Boitue 25 °C.
XpaHcHWC
13 Shelf life / Cpox romsocTn |3 years / 3 rona

Remarks : The Product confirms to ND/
Ipumeyanne: [poaykr coorseTcTBYET TpebOoBaHMsIM HJ1

Conclusion : APPROVED /
3akawyenne: OJJOBPEHO
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