Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpoayxt : IleTpun® TabneTky, MOKPLITHIE TIEHOYHOH 000101K0M,10 Mr -
Batch No / B2300384 Batch Quantity / 687.600 KG /
Cepus Ne O6beM napTuu 687,600 KI"
Analytical Report No / 2002FP23000411 Date of Analysis / ¢ 14-02-2023 N
Ananautndeckmii oryer No | MdaTa anaausa
Date of Manufacture / 01/2023 Date of Expiry / 12/2025 ]
JaTa npou3BoACTBA TI'ogen no

Analysis performed according ND / Ananu3s nposeaex mo H: 1T N013283/01-160919 (amend Ne 1 from

(Ne [ Test/MokazaTenn

1 Description / Omucanve

Result / Pe3yabTathl

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
NBOSIKOBBINYKIIbIC Ta0JETKH, TOKPBITHIE
IUIEHOYHOI 000IIouKoil Oenoro 1BETa, C

puckoid Ha omHoif  cTopoHe. Ha
nonepeyHoM paspese — sapo Genoro
BETA.

12.05.2020 / u3m. Ne 1 o1 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
breakline on one side. White to off-
white core on a cross section. /
Kpyrisie DBOSIKOBBIMTYKIIbIe TabIETKH,
MOKPBITEIE  TIJIEHOYHOW  06omoukoit
Oeroro wiM mo4yTu Oenoro uBera, ¢
pucko#i Ha ofHOW crTopowe. Ha
TOIIepeYHOM paspese — AIpo oT Henoro
10 TTOYTH GEIOT0 IBETA.

7] Identification by HPLC/
[TopnurBOCTL

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 yaepXWBaHWs OCHOBHOTO
miKa Ha XpoMarorpamme
WCIILITYEMOTO  PacTBOpa  JIOJKHO
COOTBETCTBOBATD BpeMeH!
yIep)KHBaHUsS OCHOBHOTO TMHKa Ha
XpOMaTrorpaMme pacTBopa
cTanzapTHoro obpasua UeTHpU3uHa
rUApOXJIOpHIa (pasgen
«KonuyecTBeHHOE onpenesicHue).

3 Averag_e wefght / Cpennss
Macca

4 Water / Bona -

OOHOPOTHOCTH
1031 POBaHUA

S Uniformity of dosagTunits

193.2mg /193,2mr

2.2% wiw / 2,2%

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 1853 mr mo
196.7 mr)

Not more than 8.0% w/w /

He 6onee 8,0 %

| 6.4/64

The acceptance value (AV) should be
less than or equal to 15.0 /
[Toxaszarens npuemnemoctu (AV)
imoimkeH ObITE He Ooree 15,0.

Remarks : The Product confirms to ND/
Mpumeganue: [TpogykT cooTBeTcTBYET TpeboBaumam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg .
MponykT LleTprH® Tab1eTKY, MOKPHITBIE TNEHO9HOH 06omovkoi, 10 Mr
Batch No / B2300384 Batch Quantity / 687.600 KG /
Cepusi Ne B O6Bbem mapTumn 687,600 KT"
Analytical Report No / 2002FP23000411 Date of Analysis / : 14-02-2023 B
AHanuTHYeCKHI oTHeT No ___|daTa anaausa
Date of Manufacture / 01/2023 Date of Expiry / 12/2025
JaTa npou3sBoACTBA Tonen o

Analysis performed according ND / Anains nposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3am. Ne 2 ot 07.10.2021)

Ne

Test / IlokazaTtenn

6

Dissolution / PacTBopeHue

Impurities by HPLC/
POJ_'[CTB EHHEIC TIPUMECH
LHETPU3NHA

a) Impurity A /
npuMech A
b) Impurity B /
nprMecs B
c) Impurity C/

npumeck C

d) Impurity D /
npuMecs D

e) Impurity E /
npumecst E

f) Impurity F /
npumMech F

g) Any unspecified impurity

JIro6as equHnYHAas
HEeUACHTUGULMPOBAHH
ast IPUMECh

h) Total impurities / Cymma
npumeceit

| Result / PesyabTaThl

101%, 100%, 102%, 101%, 101%, 98%

Specification / Hopma

labeled amount of
C21H25C1N203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee % (Q) or
HOMHHAILHOTO cofieprKaHus
C, HysCIN,O4-2HCI (uetnpusuna
quruapoxaopua) yepes 30 MuH.

80

Not detected / He o6Hapyxena

0.02% /0,02%

Less than LOQ (LOQ=0.017%)

Less than LOQ (LOQ=0.003%)

0.03% / 0,03%

Not detected / He o6HapysxeHa

0.08% / 0,08%

0.1%/0,1%

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

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

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

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

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

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

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

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

Not less than 80% (Q)_of the

Remarks : The Product confirms to ND/
Mpumeuanue: [TpoayxTt cooTBeTcTBYET TpeboBaunsm HJ{

Conclusion : APPROVED /
3akawuenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
MpoaykT LleTpuH® TabIeTKH, MOKPLITHIE NIeHOYHOH 0605104K0#,10 MT ]
Batch No / B2300384 Batch Quantity / 687.600 KG /
Cepus Ne B O6nem mapTum 687,600 K"
Analytical Report No / 2002FP23000411 Date of Analysis / 14-02-2023
AHAJIUTHYIECKHI oTueT No JlaTa anaausa
Date of Manufacture / 01/2023 Date of Expiry / 12/2025
JlaTa Mpou3BOACTBA Togen go
Analysis performed according ND / Anaaus nposeaen no HJI: TT1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)
Ne |Test/TlokasaTean Result / PeayabTarel | Specification / Hopma : g
8 Microbial limits /
Muxpo6uonorinueckas
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / OGuuee yucno Menee 10 KOE/r [He 6omee 1000 KOE/r
a3pO6HBIX MEKPOOPTAaHN3MOB [
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6uice uncno Menee 10 KOE/r
IPOMCKEBBIX W TIECHEBBIX
rpuboB Shall be absent in 1g / OtrcyrcrBue B 1
Absent in 1g / OtcyTcTBYeT B IT r
¢) E. coli - -
9 Assay / KonnuectBeHHOe 9.99 mg /9,99 mr Each film coated tablet contains not
oTpefiesieHe less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
rie) 1 1,0 MT C2]H25C1N203 -2HCI
(ueTUpH3MHA  IWTUIPOXJIOPUN) B
- rabnerke.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / [To 10 tabnerox B leaflet in a carton. "In bulk" package:
[TBX/amomunueBoM 6nucrepe. [To 10 blisters in a carton. 252 cartons in
3 6nMcTepa BMeCTe ¢ MHCTPYKIHMEH TTO master carton.
IPUMEHEHVIO YTaKOBaHBI B TTAUKy ITo 10 TabneTok B
KapTOHHYIO. |l'[BX/aJ1}0MHHHeBOM 6mcrepe. ITo 2
uiu 3 GiucTepa BMECTE C
HHCTPYKIUUEH TT0 TPUMEHEHHIO
yMaKOBaHBI B MAYKy KapTOHHYIO.
Vmakopka  "in-bulk": TIlo 10
O6IUCTEPOB TTOMEIIAIOT B KAPTOHHYIO
kopobky. T[lo 252 kapToHHbIE
KOPOOKH MOMEIIaloT B KapTOHHEIN
N I Kkopob. - B |
11 Labeling / Mapkupogka According to ND / B cootsercteun ¢ H/J
12 Storage conditions / At temperature below 25 °C. / [1pu Temneparype He Boie 25 °C.
XpaHenmne
13 |Shelflife / Cpox rogHocTH 3_years /3 roma N o l
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MMpumeuanue: ITpoAyKT cOOTBETCTBYET TpeboBanuam HJI Jaxawyenne: OJJOBPEHO
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Uncontrolled Copy
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