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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

NMpoaykt  : IleTprH® TabiETKH, TOKPBITHIE TIEHOYHOH 0607109KOM, 10 Mr

Batch No / : B2200997 Batch Quantity / : 687.600 KG/
Cepus Ne N O6bem napTun 687,600 KT
Analytical Report No / : 2002FP22000594 Date of Analysis / ¢ 21-03-2022
AnaauTuyeckmii oruer No JlaTa anaausa

Date of Manufacture / ¢ 02/2022 Date of Expiry / : 0172025
JIaTa NpOH3BOACTBA Tonen 1m0

Analysis performed according ND / Auanns nposeaen no HJ: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3M. Ne 2 ot 07.10.2021)

Ne | Test/ IloxasaTens :”Result/P_e3yanaTu Specification / Hopma
White coloured, round, biconvex film| White or off white coloured, round,
1 Description / Onucanne coated tablet with a breakline on one side.|biconvex film coated tablet with a

White core on a cross section. / Kpyrneic|breakline on one side. White to off-
[mBOsiKOBEIMYKNBIc TabneTkW, NOKphIThIE/white core on a cross section. /
IJIEHOYHOM o0omoukoit Geyoro uBeTa, ¢/Kpyrmsie NBOSKOBBIMYKIIBIE TabieTKH,
[puckoii  wa  onmHolt  cropoHe. HajmokpeiTele  TUIEHOYHON  obonovkoii
MomepeyHoM paspese — saapo Oenoro|benoro Wiy moytH Oenoro ugera, ¢
BeTa. puckoit Ha opHo#l cTopoHe. Ha
[OTIEpPEYHOM paspese — AApo oT 6eT0ro
e 110 TOYTH GEJIoro 1BeTa.
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[ToanuuHOCTD COOTBETCTBYET in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
fsolution (section Assay). /
Bpemss yuepxWBaHUA OCHOBHOTO
1171 %:1 Ha XpoMarorpamMmme
UCTIBITYEMOI'0  pacTBopa  JAOJDKHO
COOTBETCTBOBATH BpPEMEHH
yIepXHBaHUS OCHOBHOIO THKa Ha
XpOMaTorpaMme pacTBopa
cTaHjapTHOro obpaslia LUEeTHPU3NHA
CHAPOXJIOpUIA (pazmen
| | «KonuuecTBeHHOE onpeneneHue»).
3 | Average weight / Cpennss 190.3 mg /190,3 mr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
macca 191,0 mr = 3,0% (ot 1853 wmr mo
- 196.7 mr) -
3.2% wiw/3,2% Not more than 8.0% w/w /
He 6onee 8,0 % _
5 Uniformity of dosage units 6.4/64 The acceptance value (AV) should be
/ OMHOPOIHOCTD less than or equal to 15.0 /
IMO3HUPOBAHNS [Tokazarens npuemnemoctu (AV)
imoJokew ObITh He Oomee 15,0.

4 Water / Bo}la

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IpoaykT cooTBeTcTBYET TpeboBaHusaM HJI 3axawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg ) |
Mpoaykt LeTpnH® TabNeTKy, OKPEITEIE MIEHOYHON 0601049KoM, 10 Mr S
Batch No/ : B2200997 Batch Quantity / 1 687.600 KG/
Cepus Ne O6bem mapTHH 687,600 KI'
Analytical Report No / : 2002FP22000594 Date of Analysis / 21-03-2022 |
AHanuTHYecKkMii oT4eT Ne JdaTta ananusa S
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JlaTa npou3BoaACTBA ToneH no

Analysis performed according ND / Anasus nposeaen mo H: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3am. Ne 2 ot 07.10.2021)

No Test / Ilokazarean
6 Dissolution / PacTBopenne

| Result / Pe3yabTaTsi

95%, 95%, 96%, 96%, 98%, 99%

Specification / Hopma
Not less than 80% (Q) of the |
labeled amount of
C211125C1N203'211C] (Cetil‘iZine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMWHAIBHOTO CoIepKaHuA
C,1HysCIN,05-2HCI (uetnpmsuna
nruapoxitopun) yepes 30 MuH,

7 Impurities by HPLC/
PoncTeeHHBIE TPUMecH
LEeTHPHU3NHA

a) Impurity A /
npuMech A

b) Impurity B /
mpuMecs B
c) Impurity C /

mpumech C

d) Impurity D /
npuMecs D

e) Impurity E /
npumMecs E

f) Impurity F /
npumecs F

g) Any unspecified impurity

/ Iobas emuanaHas
HeuaeHTUHULMPOBaHH
ast MPUMeECh

h) Total impurities / Cymma
npumecei

Not detected / He o6Hapy»xeHa

Not detected / He obuapyskena

Not detected / He oO6Hapy»keHa

Not detected / He obHapyxera

0.04% / 0,04%

Not detected / He o6HapysxeHa

0.11% /0,11%

0.2%/0,2%

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

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

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

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

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

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

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

h) Not more than 2.0% /
He 60mee 2,0%

Remarks : The Product confirms to ND/
IIpumeuanne: ITponykt cooTBeTcTBYET Tpebopannam HJI

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A
Product : Cetrine film coated tablets, 10 mg —
Hpoaykt : Ilerpnu® TabneTkH, MOKPBITHIC INICHOYHOH 060/104K0#, 10 Mr o
Batch No / : B2200997 Batch Quantity / 1 687.600 KG/
Cepus Ne O6bem mapTun 687,600 KI"
Analytical Report No / : 2002FP22000594 Date of Analysis / 21-03-2022
AHajauTH4Yeckuii oTyeT No Jata anaausa
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
Jara nponsBoacTBa Togen 1o

Analysis performed according ND / Anauus nposeger mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Ne Test / IToxa3zaTenn

8 Microbial limits /
Mukpobronornueckas
JUCTOTA

a) Total aerobic microbial
count / O61uee ynuciIo

b) Total combined yeasts and
mould count / O61ee ymcno
IPONOKEBBIX U TUIECHEBBIX

a’3pOoOHBIX MHKPOOPTaHN3MOB

Result / Pe3yabTaThl

Specification / Hopma

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

Less than 10 CFU/g /
Memnee 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

rpnbon Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g / OtcyTcTBYeT B IT r
| ¢) E. coli .
9 Assay / KonngecTseHHoe 9.74 mg /9,74 mr Each film coated tablet contains not
oTpeJieNieHne less than 9.0 mg and not more than 11.0

mg C2[H25C1N203'2HC1 (Cetirizine
dihydrochloride) per tablet / Ot 9,0 M1

10 1 1,0 MT C21H25CIN203'2HC]
{(HeTHpI/ISVIHa JWUTUAPOXIIOpU) B
rabeTKe.

10 Package / YnakxoBka 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. / ITo 10 TabieTok B leaflet in a carton. "In bulk" package:
[IBX/amomunueBoM 6mucrepe. [To 10 blisters in a carton. 252 cartons in
3 6nucrepa BMecte ¢ MHCTPYKIMEH mo  [master carton.

IPAMEHEHNI0 YTaKOBaHEl B TAUKY / Tlo 10 TabneTok B
KapTOHHYIO. [1BX/anmromunueBoM Gnuctepe. 1o 2
win 3 6nucrepa BMECTe C
MHCTPYKUNEH TI0 TPUMEHEHNIO
YIaKOBaHBI B TAYKY KAPTOHHYIO,
Vmakoeka  "in-bulk": Ilo 10
ONHCTEPOB OMEIIAOT B KAPTOHHYIO
kopobky. Ilo 252 kapToHHBIE
KOpOOKHM MOMEIIAFOT B KapTOHHEIH
- - - Kopob.
11 Labeling / MapkupoBka According to ND / B cootBercTBuu ¢ HJ]
12 Storage conditions / At temperature below 25 °C. / I1pu Temnepatype He Bbie 25 °C.
XpaneHue
13 Shelf life / Cpox rogHocT 3 years / 3 roma

Remarks : The Product confirms to ND/
Ipumeuanwue: [TponykT coorBeTcTBYET TpeOoBaumsM HJI

Conclusion : APPROVED /
3akouenue: QJIOGPEHO
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