Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT ATHAJIA3ZA

Product : Cetrine film coated tablets, 10 mg

Opoaykr  : lletpun® TabmeTky, MOKPBITHIC IICHOYHOH 000710uKOH, 10 MI

Batch No / ¢ B2301458 Batch Quantity / : 687.600 KG/

Cepns Ne S O6nem naprin 687,600 KI'

Analytical Report No / : 2002FP23001151 Date of Analysis / : 02-05-2023 ]
AHANUTHYECKHIA oTueT Ne JlaTa aHanuM3a

Date of Manufacture / ¢ 04/2023 Date of Expiry / ¢ 0372026

Jara npom3soacTsa I'open 10

12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10

Analysis performed according ND / Auamms nposenen no HJI: ITN013283/01-160919 (amend Ne 1 from

2021 / m3m. Ne 2 o1 07.10.2021)

Ne Test / [lokazaresin Result / PesynTars!

Specification / Hopma

[ICGHOYHOM 000JI04KOM
pUCKOM HAa  OJHOM

LIBETA.

White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Ormcanue coated tablet with a breakline on one side.|biconvex film coated tablet with a
Whitc corc on a cross section. / Kpyrnuie|breakline on one side. White to off-
MBOAKOBBINYKIIBIE TabneTku, MOKpHIThIC(White core on a cross section. /

momepeyHoM paspese — sapo Oemoro(benoro wiM moutH Oeoro upera, ©

oermoro mBera, ¢|Kpyrible ABOSIKOBBITYKIIBIE TAONETKH,
cropore.  Ha|mokpeiTble  ITICHOYHOM  00ONIOYKOMN

puckoii Ha omHOM cropoHe. Ha
MOTIEPEUHOM pas3pese — AApo OT HEIoro
10 ouTH OeIOro LBETA.

2 Identification by HPLC/ Complies as prescribed /
[lommuxHOCTH CooTBeTCTBYEST

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 ynepxuBaHUA OCHOBHOTO

nyKa Ha XpOMaTOrpaMMme
WCTIHITYEMOTO ~ PacTBOpa  JOJDKHO
COOTBETCTBOBATD BPEMCHH
y IeP)KUBAHUST OCHOBHOTO TIMKa HA
XPOMATOrpaMMe pacTeopa
cTaHgapTHOTO 00pa3La LICTHPH3UHA
rUAPOXIIOPHIA (pasmen

« KonmuuecTBeHHOE ONpeesICHUE) ).

3 Average weight / Cpenssist 190.1 mg / 190,1 mr

191.0 mg =+ 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 mMr a0

Mmacca
- 196.7 mr)
4 Water / Bona 2.9% wiw / 2,9% Not more than 8.0% w/w /
He 6oiee 8.0 %

5 Uniformity of dosage units | 3.0/3,0
/ O XHOPOAHOCTD
I03HUPOBAHMS

The acceptance value (AV) should be
less than or equal to 15.0 /
[loxasarens nmpuemieMocTH (AV)
nomkeH ObITh He bonee 15,0.

Remarks : The Product confirms to ND/

pumeuanne: [Ipogyxr cooTseTcTBYET TpeboBanmsaM HJL

Conclusion : APPROVED /
3axnouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

[poaykT LleTpun® TabneTku, MOKPHITHIC IVICHOYHOH 060m04K0M, 1 0 Mr -

Batch No / B2301458 Batch Quantity / : 687.600 KG/

|Ceprst Ne Oo6bem napTHu 687,600 KT _
Analytical Report No / 2002FP23001151 Date of Analysis / 02-05-2023
AHATUTHYCCKAN 0TYeT No Jara anaania

Date of Manufacture / 04/2023 Date of Expiry / 03/2026

Jlata npon3BoacCTBA I'open 1o

Analysis performed according ND / Anamas nposeaen no HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020. amend No 2 from 07.10.2021 / u3m. Ne 2 or 07.10.2021)

Ne Test / llokasatenn Result / Pesynbrarnl Specification / Hopma

6 Dissolution / PactBopeHme 101%, 99%, 99%, 95%, 98%, 99% Not less than 80% (Q) of the
labeled amount of
C,,11,5CIN, O3 211CI (cetirizine

dihydrochloride) is dissolved in 30

minutes /

He w™menee 80 % (Q) or
HOMMHAJILHOTO COZEPKaHUA
C,1H,5CIN,O5-2HCI (metupusuna

nuruapoxstopun) yepes 30 mMuH.

7 Impurities by HPLC/
PoacTeeHnBIe puMecH
LIETUPU3MHA

a) Impurity A /
mpuMech A

b) Impurity B /
mpumecs B
c) Impurity C /
mpumecs C
d) Impurity D/
nprmecsk D
e) Impurity E /
mpumecs B

f) Impurity F /
mpumeck F

g) Any unspecified impurity

JIro6ast e auHUYHASK
HEUASHTH()ULIMPOBaHH
251 MpUMECh

h) Total impurities / Cymma
npumMecei

Not detected / He oOHapyxeHa

Less than LOQ (LOQ = 0.010%) / Hrke
npeena KOMM4eCTEEHHOTO OIPE/ICICHUs
(TTIKO =0.010%)

0.02% / 0,02%

Not detected / He oOHapy»xeHa

Less than LOQ (LOQ = 0.023%) / Huxe
Tpe;ena KOJTWICCTBCHHOTO ONPCACICHUS
(ITIKO = 0,023%)

Less than LOQ (LOQ = 0.041%) / Hrxe

npeacia KOJIHYCCTBCHHOI'O OIMPCACIICHUS
(TTIKO = 0,041%)

0.07%/0,07%

0.1%/0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
MNpumeyanne: [1poaykT cooTBeTcTBYET TpeOOBaHUAM HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg

Mpoaykt Letpun® TabneTKy, MOKPHITHIC IWICHOUHOH 060104K0#, 10 Mr

Batch No / B2301458 Batch Quantity / 687.600 KG / ]
Cepusg Ne - Oo6bem naprun 687.600 KI' .

Analytical Report No/ 2002FP23001151 Date of Analysis / 02-05-2023 N
AdannTnyeckuii oTuer Ne Jara anannsa

Date of Manufacture / 04/2023 Date of Expiry / 03/2026

JlaTa npou3BOACTBA I'opeH 10

Analysis performed according ND / Anamis nposeaen no HJ/I: T1N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07:10.2021)

Ne Test / [lokazaresin Result / Pesyanrarnl Specification / Hopma
8 Microbial limits /
Muxpoburonorudeckas
HHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1ee ynco Mewnee 10 KOE/r He 6onee 1000 KOE/r
a>pOOHBIX MHUKPOOPTAHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6omee 100 KOE/r
mould count / O6mee uucno  |Menee 10 KOE/r
IPOYKIKEBBIX Y ITIECHEBBIX
rprbos Shall be absent in 1g / OrcyrcTue B 1
Absent in 1g / OrcyreTByer B Ir r
c) E. coli __8
9 Assay / KonuuectBeHHOE 10.01 mg/ 10,01 mMr Each film coated tablet contains not
OTIpeACTICHUE less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O3-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mrl
10 1 1,0 Mr C2|H25CIN203'2HC]
(UeTHpM3KMHA  JUCHAPOXJIOPUA) B
rabieTxke.
10 Package / Ymaxoska 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 Tabnetox B leaflet in a carton. "In bulk" package:
[MBX/amomurmiesoMm 6nucrepe. [1o 10 blisters in a carton. 252 cartons in
3 GnucTepa BMECTE C MHCTPYKLIMCH IO master carton.
MPUMEHCHHIO YITAKOBAHBI B MAYKY ITo 10 Tabnetox B
KapTOHHYIO. [IBX/amomunueBoM OrmucTtepe. 1o 2
v 3 GnucTepa BMECTe ¢
MHCTPYKLIMEH TT0 TIPUMEHEHUEO
yaKOBaHbI B MIAYKy KaPTOHHYIO.
Ymakoeka  "in-bulk": [lo 10
OIUCTEPOB NOMEILAIOT B KAPTOHHYIO
kopobxy. [lo 252 kapToHHBIC
KOpOOKM MOMEIIAIOT B KAPTOHHBIH
KOpoO.
11 Labeling / Mapxuposka According to ND / B coorsetcTBHu ¢ HJ]
12 Storage conditions / IAt temperature below 25 °C. / TIpu Temneparype He Boie 25 °C.
XpaHeHue
13 Shelflife / Cpox roasoctt 3 years / 3 roga

Remarks : The Product confirms to ND/
Opumeuaunne: [Ipoaykrt cootBeTcTBYET TpeboBanusiM HJL

Conclusion : APPROVED /
Jakmouenne: OAOBPEHO
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