Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg |
Mpoaykt . Uerpun® 1abieTin, NOKphiThic TNEHOYHOR 060m04ko#,10 MT )
Batch No / B2203590 Batch Quantity / : 687.600 KG/
Cepusa Ne B Oo0neM napTum 687,600 KI'
Analytical Report No / 2002FP22002304 Date of Analysis / : 23-11-2022
| AHAJMTHYeCKHI oT4eT Ne Jata aHaau3a
Date of Manufacture / 10/2022 Date of Expiry / 09/2025
JdaTa npou3BoacTBa TopeH no

Analysis performed according ND / Auaau3 npoeeaen o 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 / m3m. Ne 2 ot 07.10.2021)

No | Test / IokazaTeb

Result / PezyanTaThl

Specification / Hopma

1 Description / Onvicanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrneie
NBOSAKOBBLIMYKIIblE TabJETKU, MOKPBIThIE
NJeHOYHOl obonoukoif 6emoro ngera, ¢
pHUCKOW  Ha  ofiHolW  ctopone. Ha
nornepeyHoM paspese — sAgpo OGenoro
IBeTa.

White or off white coloured, rou;ld,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyribie ABOSKOBBIMYKITBIE TabIeTKH,
MOKPBITEIE  TUTEHOYHOW  ofinmouknit
Genoro WNM MOYTH Oejloro LBeTa, ¢
puckodi Ha omHolt cropome. Ha
mornepeyHOM paspese — siapo oT 6enoro
10 ToYTH GeNoro IBeTa.

I~

Identification by HPLC/
[TonpnuHHOCTH

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
lsolution (section Assay). /

Bpems yAepXHMBaHMS OCHOBHOIO
MmiKa Ha XpoMaToTpaMme
WCIIBITYEMOTO  PacTBOpa  JOKHO
COOTBETCTBOBATD BpEMEHH
yACpKUBAHUI OCHOBHOTO ITMKa Ha
XpOMaTOrpamme pacTBopa
CTaHZapTHOTO oOpasla LeTHpHU3NHA
rHapoxJopuaa (pa3gen
«KomuecTBeHHOE ONPSIETICHUE) ).

3 Average weight / Cpennsis
Macca

190.2 mg /190,2 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)

Water / Boxa -

]

2.4% wiw | 2,4%

5 Uniformity of dosage units
OaHOPOAHOCTE
MO3WPOBAHUS

43743

Not more than 8.0% w/w /

He 6omnee 8,0 %

The acceptance value (AV) should be
less than or equal to 15.0 /
[Mokazarentk npuemnemocti (AV)
momxeH ObITH He Gonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akauenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJINU3A
Product Cetrine film coated tablets, 10 mg
MpoaykT LleTpuni® TabneTin, oKpLiThic THIEHOYHOI obooukoii, | 0 Mr ____
Batch No / B2203590 Batch Quantity / : 687.600 KG/
Cepust Ne O6beM mapTHH 687,600 KI"
Analytical Report No / 2002FP22002304 Date of Analysis / 23-11-2022 |
| AHaJIMTHYECKMIT oT4HeT Ne JlaTa anaau3a
Date of Manufacture / 10/2022 Date of Expiry / 09/2025 i
Jarta mponseoacTsa Tonen o

Analysis performed according ND / Auasus nposeaen no H/: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3M. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

L
6

[ Test / Mokazateas

Result / PeayabTaThbl

" | Dissolution / PacTBopenue

100%, 99%, 97%, 97%, 102%, 102%

Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C,H,5CIN,O5-2HCI (cetirizine

dihydrochloride) is dissolved in 30
minutes /

He Menee % (Q) or
HOMWHAJILHOTO conepkaHus
C,1HysCIN,O;-2HCI (uernpmsuna
imururpoxaopun) yepes 30 MuH.

’0

Impuriti_es by HPLC/
PoncTBeHHbIE TIPHMeECH
LETHpU3UHA

a) Impurity A /
npumMech A

b) Impurity B /
npuMechk B
c) Impurity C/

nmpuMech C

d) Impurity D /
mpuMeck D

e) Impurity E /
npuMecst E

f) Impurity F /
nprMech F

g) Any unspecified impurity

JIrobast enuuyHas
HerJeHTUHUUUPOBAHH
ast IPUMech

h) Total impurities / CymMa
npuMmecei

Less than LOQ (LOQ=0.019%)

Not detected / He o6Hapyxena

Not detected / He o6Hapyxena

Not detected / He o6Hapyxena

0.04% / 0,04%
Not detected / He oOHapy»xeHa

0.09% /0,09%

0.1%/0,1%

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

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

c) Not more than 0.2 % / 1e 6onee 0,2
%

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

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

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

g) 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/
Ipumeuanne: IIpoaykT cooTBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3axawuenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr Letpuin® tabileTku, HoKpLiThbic IIIEHOYHOoH 060110YKo#i, 10 MT N
Batch No/ B2203590 Batch Quantity / : 687.600 KG/
Cepust Ne ~ |O0bem naprun 687,600 K"
Analytical Report No/ 2002FP22002304 Date of Analysis / 23-11-2022
AHaAUTHYCCKUH oTHeT Ne JaTa anaausa -
Date of Manufacture / 10/2022 Date of Expiry / 09/2025
/laTa NpOH3BOACTBA Tomen no
Analysis performed according ND / Ananu3s npoeeaen mo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / mam. Ne 2 ot 07.10.2021) =
j‘g | Test / lokaszatenn - . ﬁ_esult / Pe3ynanTaThl Specification / Hopma:_ .
8 Microbial limits /
MukpoGuonoruyeckas
qUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obuiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPTAaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He Gonee 100 KOE/r
mould count / O6miee uncno  |[Menee 10 KOE/r
IPOSKOKEBBIX W TITECHEBBIX
rpuboB Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g / OtcyTcTByeT B IT r
) E. coli N
9 Assay / KonngectBeHHOE 9.93 mg /9,93 mr Each film coated tablet contains not
onpeneneHue less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Or 9,0 mr|
10 1 1,0 Mr C21H25C1N203 -2HCI
(UeTMpHM3UHA  AWTHAPOXNOPHA) B
| rabnerke. |
10 Package / VnakoBka 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. / TTo 10 TabneTok B leaflet in a carton. "In bulk" package:
[IBX/amomunneBom 6nucrepe. [o 10 blisters in a carton. 252 cartons in
2 6myicTepa BMECTe ¢ MHCTPYKITEH Mo |master carton.
NMPUMEHEHHWIO YITAKOBAHEI B ITAYKY / TTo 10 TabneTox B
KapTOHHYIO. [IBX/antomunneBomM o6muctepe. [To 2
unu 3 6ncrepa BMECTE €
MACTPYKLMEH 10 MPUMEHEHUIO
YTMAKOBAHEI B TAYKy KapTOHHYIO.
Vmakoka  "in-bulk"™: Ilo 10
OIICTEPOB TOMEIAIOT B KAPTOHHYTO
kopobky. Ilo 252  kapTOHHBIE
KOPOOKH TMOMEMAIOT B KapTOHHBIHA
- [kopob.
11 Labeling / MapkupoBka According to ND / B cooterctnu ¢ HI
12 Storage conditions / At temperature below 25 °C. / Tlpn Temneparype He Bbiwe 25 °C.
Xparnenne
13 Shelf life / Cpok rogHocT! 3 years / 3 roga o
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MMpumeuanne: ITpoaykT cooTBeTCcTBYET TpeboBanmsasM HJ 3aknrouenue: OJJOBPEHO
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