Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg |
Mpoayxt : 1leTpnH® TabneTku, NOKPHIThIE MIEHOUHOH 0607104k0#H, [0 Mr B
Batch No / : B2200551 Batch Quantity / : 687.600 KG/
Cepua Ne O6bem napTuUu 687,600 KT" -
Analytical Report No / : 2002FP22000400 Date of Analysis / : 28-02-2022
AHaauTHyecKkui oTdeT Ne B Jata aHaJm3a
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JlaTa npon3BoacTaa Tonen ao

Analysis performed according ND / Anaaus nposeaen mo H/I: [IN013283/01-160919 (amend Ne 1 from

_Ng | Test/ IlokasaTean

12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

| Result / PesyabTatbl

1 Description / Onvcanue

White coloured, round, biconvex film
|coated tablet with a breakline on one side.
1White core on a cross section. / Kpyrisle
[1BOSIKOBBIMYKJbIE TabNETKH, IOKPBITHIE
]nneHquOﬁ obonoukoit Oenoro uBera, ¢
puckoii Ha  oAHOi  cTopoHe. Ha
fmomepeyHoM paspese — sapo Genoro
BETA.

" | 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. /
Kpyribie NBOSKOBBINYKIIbIE TAONETKH,
NOKPBITbIE  [JIEHOYHO!  060s10uKOii
6enoro wnm moutd Oenoro iBera, C
puckoii Ha opHoill cropoHe. Ha
HIOTIepeYyHOM pa3pese — AIpo oT Gesioro
10 moyTH 6eIoro 1BETa.

2 Identification by HPLC/

[loa1MHHOCTB

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  yJIepKUBaHMS OCHOBHOIO
nuKa Ha XpOMaTOrpamMmme
UCTILITYEMOTO  pacTBOpa  JOJXKHO
COOTBETCTBOBATH BpEMEHHU
lyiep>KMBaHUS OCHOBHOIO THKa Ha
XpOMaTorpaMme pacTBopa
CTaHJapTHOrO ofpaslia LeTHpU3NHa
rupoxsjaopuaa (paznen
«Kon14yecTBEHHOE ONPEACICHHEY).

3 Average weight / Cpeanss
Macca

4 Water / Bona

1912mg / 1912 wmr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 1853 mMr a0
196.7 mr)

3.6% wiw / 3,6%

5 Uniformity of dosage units
OnHOpPOAHOCTb
MO3K1POBAHKA

4.0/4,0

Not more than 8.0% w/w /

|He 6onee 8.0 %

|i The acceptance value (AV) should be
less than or equal to 15.0 /
[Toxazarens npuemaemoctu (AV)
J0JXeH ObITh He 6onee 15,0.

Remarks : The Product confirms to ND/
TMpumeyanne: [TpoaykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmwouedne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
IpoaykTt Lletpnu® rabiieTky, MOKpPhIThIC 1J1EHOYHOH 060104K0#, 10 MT - )
Batch No / B2200551 Batch Quantity / 687.600 KG/
Cepns Ne - O6bem napTuu 687,600 KI" )
Analytical Report No / : 2002FP22000400 Date of Analysis / 28-02-2022
AHATHTHYECKNIT oTueT Ne JlaTa anaJmn3a
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
Jlata npousBoaACTBA Toaen no

Analysis performed according ND / Anaau3s nposeged mo H/I: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Ne Test / [lokaszaTens -
6 Dissolution / PacrBopenne

| Result / PesyabTaTsby

Specification / Hopma

99%, 99%, 100%, 98%, 99%, 98%

7 'lmpurities by HPLC/
PoacTBEHHbIE PUMeECH
HETUPU3MHA

a) Impurity A /
npumech A
b) Impurity B /
npumMecs B
c) Impurity C /
npumecs C

d) Impurity D /
npumecs D

e) Impurity E /
npumecs E

f) Impurity F/
npumecsh F

g) Any unspecified impurity

Jlto6asa equEAYHAS
HenneHTUGULIUPOBAHH
ast IpUMech

h) Total impurities / Cymma
npumecein

Not detected / He o6Hapyxena

Not detected / He o6Hapy»xeHa

Not detected / He o6napy»xeHa

Less than LOQ (LOQ=0.003%)

0.04% / 0,04%

Not detected / He o6Hapy>xena

0.10% /0,10%

0.2%/0,2%

|muruapoxyiopun) yepes 30 muH,

Not less than 80% (Q) of the
labeled amount of
C,,H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee % (Q) or
HOMWHAJBHOTO cozepkanus
C,1H,5CIN,O3-2HCI (ueTupusuna

80

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

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

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

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

e) Not more than 0.2 % / ne 6osee 0,2
%

f) Not more than 0.2 % / He 6oee 0,2
%

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

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

Remarks : The Product confirms to ND/
Ipumeuanue: IIponykr coorsercTByeT TpebGoBaHusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
IIpoaykT 1 leTpuH® TabneTKu, MOKPbITHIE NJIEHOYHOH 060J104K0#, 10 Mr B
Batch No / B2200551 Batch Quantity / 687.600 KG /
Cepusi Ne ) O6LeM NapTHu 687,600 KI" N
Analytical Report No / : 2002FP22000400 Date of Analysis / 28-02-2022
AHanuTU4ecKHiE 0TYeT No Jara ananusa
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JaTa npou3BOACTBA Topen g0
Analysis performed according ND / Auaau3 nposeaen no HJI: IIN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)
Ne Test / IlokazaTean ~ |Result / PesyabTaThl Specification / Hopma
8 Microbial limits /
Mukpo6buonoruyeckas
qUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6uiee yncio Menee 10 KOE/T He 6onee 1000 KOE/r
a3p0oOHBIX MHKPOOPTraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6wiee uucno Menee 10 KOE/r
IPOXOKEBBIX W TIJIECHEBBIX
rpu6os Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g / OTcyTcTBYET B 1T r
! c) E. coli |
9 Assay / KonudectBenHoe 9.80 mg/ 9,80 mr Each film coated tablet contains not
onpenieNeHue less than 9.0 mg and not more than 11.
mg C21H25C1N203'2HC1 (cetirizine;
dihydrochloride) per tablet / Ot 9,0 M|
0 11 ,0 mr C21H25C1N203 2HC]
(UeTUpU3HHA  AUTUAPOXJIOPUIL) B
I, _ TabseTKe.
10 Package / YmakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / [1o 10 Tabnerok B leaflet in a carton. "In bulk" package:
[1BX/amomMurnesom 6aucrepe. I1o 10 blisters in a carton. 252 cartons in
2 Gauctepa BMeCTe ¢ HHCTpYKLUMEH 1o master carton.
MPUMEHEHHUIO YIIaKOBAHbI B 11aUKYy / ITo 10 TabneTok B
KapTOHHYIO. [IBX/amoMunnerom 6auctepe. [1o 2
wiu 3 6auctepa BMECTE C
HUHCTPYKUUEH IO IPUMEHEHHUIO
y[aKOBaHb! B 1a4Ky KAPTOHHYIO.
Vmakopka  "in-bulk": Tlo 10
6JLICTEPOB MTOMEILAIOT B KAPTOHHY IO
kopobky. Ilo 252 kaproHHbIE
KOpOOKM MOMEIIAtOT B KapTOHHBbLii
| o Kopod. -
11 Labeling / MapkupoBka According to ND / B coorBercruu ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / [1pu Temneparype He Bole 25 °C.
XpaHeHue
13 Shelf life / Cpok rognocty 3 years /3 roEla
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHUaM HJI 3aaw4denne: OJOBPEHO
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