Uncontrolled Copy

CERTIFICATE OF ANALYSIS

| Specification / Hopma

CEPTUD®UKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg
Tpoaykt @ Tletpun® Tabuerku, 110KpbITbIE MIEHOUHOR V60s09KOi, 10 MT |
Batch No/ : B2201363 Batch Quantity / : 687.600 KG/
Cepus Ne - O6bem mapTun 687,600 KI" -
Analytical Report No / 2002FP22000922 Date of Analysis / : 02-05-2022
AHaJauTHYecKHii oTHeT Ne JaTta aHaJjau3a ]
Date of Manufacture / 04/2022 Date of Expiry / 03/2025
JlaTa npon3BoACTBA ToacH o

Analysis performed according ND / Anaaus nposeaen mo H/[: TI N013283/01-160919 (amend Ne 1 from

12.05.2020 / m3mM. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 o1 07.10.2021) B

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. /
Kpyrible DBOSKOBBIMYKITbIE TabNETKH,
MOKPEITHIE  TNIEHOYHOW  000I0YKOMH
Georo WM MOYTH OENoro LiBeTa, C
puckoii Ha ogHoit ctopoHe. Ha
MomepeyHoOM paspese — sIApo oT Gemoro
10 mouTH OGenoro 1BeTa.

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). /

Bpemss yaepxuBaHUS OCHOBHOTO
MmuKa Ha XpoMarorpamme
UCIIBITYEMOTO  PacTBOpa  JOJDKHO
COOTBETCTBOBATD BpEMEHM
yIepKMUBaHUs OCHOBHOTO THKa Ha
XpoMarorpamMmme pactBopa
CTaHZapTHOTO o6pa3lia LeTHPU3NHA
THIPOXIIOpUIa (pazzen
«KonuuecTBEHHOE ONIPEHETICHUEY ).

‘Ne | Test/Toxasarenn Eu_lt / PesyibTaThl _

: White coloured, round, biconvex film

l Description / Omnicanme coated tablet with a breakline on one side.

| White core on a cross section. / Kpyrneie

| [IBOSKOBBIMYKIIbIE Ta0JIETKY, TOKPBIThIE

| MmIeHoYHOM o6ooukoif Oenoro 1BeTa, ¢
| puckoit Ha  ofHoit  cropone. Ha
| norepeuHoM paspese — sAngpo 6Genoro
| [BETA.

! — —

2  Identification by HPLC/ Complies as prescribed /

| [MoaMuHHOCTD CoOTBeTCTBYET

|

I

1

1

|

|

|

]

3 Average weight / CpenHsist 190.9 mg /190,9 mMr

[ Macca

4 Water / Bona

2.5% wiw /2,5%

15 Uniformity of dosage units
| OIHOPOAHOCTS
' I03UpPOBAHMS

3.1/3,1

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 185,3 mr mo
196.7 mr)
Not more than 8.0% w/w /
He 6onee 8.0 %

The acceptance value (AV) should be
less than or equal to 15.0/
[ToxazaTenpb npuemnemoctu (AV)
JI0JIKEH OBITE He Gonee 15,0.

Remarks : The Product confirms to ND/
IMpumeyanme: [Tponykr coorBeTcTBYET TpebopanuaM HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

AHaauTndeckuii oruert Ne

CEPTUOUKAT AHAJIU3A
Product : Cetrine film coated tablets. 10 mg
Mpoaykr : Ilerpun® taGneTky, MOKPLITHIE MIIEHOTHOI 060104k, 10 MI N
Batch No / : B2201363 Batch Quantity / 1 687.600 KG/
Cepus Ne ~ |Obbem napTun 687,600KI"
Analytical Report No / : 2002FP22000922 Date of Analysis / ¢ 02-05-2022 N

JlaTa ananauza

Date of Manufacture / ¢ 04/2022
Jata npousBoacTBA

Date of Expiry / . 03/2025
T'omen 1o

Analysis performed according ND / Ananm_nposeuen no HJ: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / wzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

Ne Test / [lokasaTennb Result / PesyanTaThl | Specification / Hopma

6 Dissolulivn / Pacisupenne 101%, 101%, 101%, 99%, 100%, 100% |Not lcss than 80% (Q) of the
labeled amount of
C,,H,sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMWHANILHOTO colepxaHms

C,1HysCIN,05-2HCI (uetnpuzuna
nurpapoxgopua) yepes 30 MuH.

b) Impurity B /
mpuMech B

c) Impurity C/
nmpuMeck C

d) Impurity D/

g) Any unspecified impurity

JIrobas emuHnyHas

0.01%/0,01%

Not detected / He oOGHapykxena

Not detected / He oGHapyxeHa

7 Impurities by HPLC/
PoncTBEHHBIE PUMECH a) Not more than 0.2 % / ne Gonee 0,2
LIeTHPU3NHA %
a) Impurity A/ Less than LOQ (LOQ=0.019%) b) Not more than 0.2 % / He Gonee 0,2
npumMech A 2%

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

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

mpumMeck D e) Not more than 0.2 % / He Gonee 0,2
e) Impurity E / |0.02% /0,02% Yo
mpumeck E f) Not more than 0.2 % / ne 6onee 0,2
f) Impurity F / Not detected / He oGHapyskeHa | %
nmpuMeck F

g) Not more than 0.2% /

He 6onee 0,2%

0.07% / 0,07%
HeUCHTHPHLUPOBAHH h) Not more than 2.0% /
ast IpUMeCh He 6onee 2,0%
h) Total impurities / Cymma

Remarks : The Product confirms to ND/

Mpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBaumsam HJJ 3akaiouenne: ONOBPEHO

Conclusion : APPROVED /
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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpoaykr TleTpuH® TabNIeTKH, ITIOKPBITBIC TUIEHOYHOH 06on10ukoi, [0 Mr =
Batch No / B2201363 Batch Quantity / : 687.600 KG/
Cepust Ne Ob6beM mapTiu 687.600 KI' __
Analytical Report No / 2002FP22000922 Date of Analysis / 02-05-2022
AHaauTHYecKuii oTdeT Ne Jara ananausa i
Date of Maunufacture / 04/2022 Date of Expiry / 03/2025
Jata upoH3BOACTBA Togengo
Analysis performed according ND / Ananns nposexen no 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 / wam. Ne 2 ot 07.10.2021)
Ne Test / Iloxa3aTesn Result / PeayabTaThi - Specification / Hopma
8 Microbial limits /
Mukpobronoruueckas
YUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O0wee 4ucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6HBIX MEKPOOPTaHN3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [L.ess than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6mee uncno Menee 10 KOE/r
MPOMOKEBBIX U TECHEBBIX
rpu6oB Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g / OTcyTcTByeT B IT r
c) E. coli ]
9 Assay / KonnuecTBeHHOe 9.95 mg /9,95 mMr Each film coated tablet contains not
oTpeficiIeHre less than 9.0 mg and not more than 11.0
mg C,H,,CIN,O;2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 Mr
10 1 1,0 MIr C2|H25C]N203'2HC]
(neTvpusuHa  AUTHIPOXJIOPUL) B
| __|rabneTke.
10 Package / YnakoBka 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. / ITo 10 tabieTok B leaflet in a carton. "In bulk" package:
' [BX/antomununerom 6nuctepe. [1o 10 blisters in a carton. 252 cartons in
| 2 bnmucTepa BMecTe ¢ HHCTPYKIMEH TT0 master carton.
| MPUMEHEHWIO YIIAKOBAHB! B TTAUKy / Tlo 10 TabneTok B
KapTOHHYIO. [TBX/antomunuesom Gimerepe. ITo 2
| unu 3 6aKcTepa BMeCTeE €
I WHCTPYKIMEH TI0 TIPUMEHEHHNTO
YITaKOBaHBI B TAYKy KapTOHHYO.
Vmakoska  "in-bulk": Tlo 10
OMHCTEPOB TIOMEMIAIOT B KAPTOHHYFO
kopoOky. Ilo 252  KkapToHHBIE
KOpOOKHM TIOMENAf0T B KapTOHHBIH
KopoO.
11 Labeling / MapxupoBka According to ND / B cootBercTBuu ¢ HJ{
12 Storage conditions / At temperature below 25 °C. / [1pu remnepatype He Bblule 25 °C.
X paneHue
13 Shelf life / Cpok rogroctn 3 years / 3 roma R
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: IpoaykT cooTBeTcTBYET TpebosaumsaM H]I 3axmwouenne: OJOBPEHO
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