Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
MpoxykT [leTpur® TabIICTKH, TOKPHITHIE NIEHOYHON 060104K0#,10 MT o |
Batch No / B2104146 Batch Quantity / 671.170 KG/
Cepus Ne B O6beM napTun 671.170 KT’
Analytical Report No / 2002FP21002416 Date of Analysis / ¢ 10-12-2021
AxaauTHYecKHil 0TIeT No Jarta anajuza B
Date of Manufacture / 11/2021 Date of Expiry / ¢ 10/2024
Jarta npousBoACTBA T"omen no

Analysis performed according ND / Ananus nposegen no HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020)

_ Test / MokazaTean

l Description / Onucanne

Result / Pesl.nm’rm

|White coloured,_ rouna biconvex film|

coated tablet with a breakline on one side.

pUCKOl Ha  OAHOW  CTOPOHE.

[BETA.

White core on a cross section. / Kpyrnsie
IBOSTKOBBIMTYKITBIE TAONETKH, TOKPHITHIE
MIeHOYHOIH o6oNouKoit 6enoro LBeTa, C
Ha
MOTIEPEYHOM paszpe3e — SAOpo  Oenoro

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. /
Kpyrible MBOSKOBBITIYKIEIE TAaONETKH,
OOKPBITEIE  TMIIEHOYHOH  o6onoukoil
femoro WM TOYTH OENOro UBETA, C
puckoii Ha omHOM cropoHe. Ha
MONEPEUHOM paspese — Anpo oT Genoro
1O TTIOYTH OEJI0TO 1BETA.

2 Identification by HPLC/
[TommMHHOCTE

Complies as prescribed /
CooTBeTCTBYET

3 Average weight / Cpenusis
macca

189.7 mg /189,7 mr

4 Water / Boga

3.0% wiw / 3,0%

5 Uniformity of dosage units
/ OTHOPOHOCTD
IO3MPOBAHMS

26/2,6

|He 6onee 8.0 %

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). /

Bpemst ymepXuBaHWSA OCHOBHOTO
nuka Ha XpoMarorpaMmMe
MCOBITYEMOTO  PacTBOpa JOMKHO
COOTBETCTBOBATDL BpEeMEHH
yIep>KMBaHUs OCHOBHOTO [MHKa Ha
XpoMaTorpaMMe pacTBopa
craHmapTHoro obpasla HeTHpH3UHA
rapoXJIopraa (pasnen
«KosmnuecTBeHHOE OTIpeneNeHUen).
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 185,3 ™Mr no
196,7 mr)
Not more than 8.0% w/w /

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokasartens npuemiemMocTr (AV)
noiskeH OBITEH He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: JTpoaykT cooTBeTcTBYET Tpeboranusam HJ{

Conclusion : APPROVED /
3axawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Cetrine film coated tablets, 10 mg
MMponyxr  : IleTprH® TaONETKH, TOKPEITHIE TNIEHOYHOH obomoukoit, 10 Mr
Batch No / : B2104146 Batch Quantity / : 671.170 KG/
Cepus Ne B O6mem napTUu 671.170 KT
Analytical Report No / : 2002FP21002416 Date of Analysis / ¢ 10-12-2021
AHaauTHYecKHid oTueT Ne JlaTa anaau3a
Date of Manufacture / : 1172021 Date of Expiry / : 10/2024
JaTta mponsBoaCTEA Iogen no

Analysis performed according ND / Anasm3 nposegen mo HJI: TIN013283/01-160919 (amend Ne 1 from

12.05.2020 / u3m. Ne 1 ot 12.05.2020)

 Ne Test / IokazaTenn Result / PesyabTaThl

6 Dissolution / PactBopenue 99%, 98%, 100%, 99%, 99%, 100% Not less than 80% (Q) of

auruapoxyiopun) yepes 30 MuH.

Specification / Hopma

the
labeled amount of
C,11,5CIN,O5 211CI (cetirizine

dihydrochloride) is dissolved in 30

minutes /
He wMenee 80 % (Q) or
HOMHUHAJILHOTO collepxKaHus

C,1H,sCIN,O3-2HCI (neTupusuna

7 ' Impurities by HPLC/
PoacrBeHHEIE TIpUMeEcH
| meTupnsnna

a) Impurity A/ Not detected / He obHapyxeHa
npumMecsh A

b) Impurity B /
npuMech B

c) Impurity C/ Not detected / He obuapyxena
npumecs C

0.03%/0,03%

d) Impurity D/ Not detected / He o6rapyxeHa

opumecsk D

e) Impurity E / 0.05% / 0,05%

npumMeck B

f) Impurity F/ Not detected / He oGHapyxeHa
npumech F

g) Any unspecified impurity

JIobas equHndHAas 0.12%/0,12%

HEeUAEHTNHHLUPOBAHH
Ast IPUMECh

h) Total impurities / Cymma  0.3%/0,3%
npuMeceit

%o

%o

%

%

%

%

g) Not more than 0.2% /

He 6omnee 0,2%

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

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

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

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

Remarks : The Product confirms to ND/

TMpumeuanne: [IponykT cooTBeTCTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3akiaouenne: OJJOBPEHO
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c) Not more than 0.2 % / He 6omee 0,2 |

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

e) Not more than 0.2 % / He Gonee 0,2 [
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

NMpoaykr : LleTpun® TabNeTKH, MOKPHITHIE THEHOYHON 060104K0#,10 Mr - |
Batch No / : B2104146 Batch Quantity / : 671.170 KG/

Cepus Ne O6beM mapTHu _ 671.170KI"

Analytical Report No / : 2002FP21002416 Date of Analysis / ¢ 10-12-2021
ARanuTnyeckuit oT4er Ne Hara anaausa -

Date of Manufacture / ¢ 1172021 Date of Expiry / ¢ 10/2024

Jata npousBoacTBA Topex po

Analysis performed according ND / Auanu3s nposexen mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 o1 12.05.2020)

Ne | Test/IMokazaTens | Result / PesyanraTsi Specification / Hopma
8  Microbial limits /
Mukpoburonoruyeckas
qHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6ee uncno Menee 10 KOE/r He 6onee 1000 KOE/T

a’3poOHBIX MUKPOOPTAaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r

mould count / O6mmee uucno [Menee 10 KOE/r
IPOOKEBBIX U TIECHEBBIX

rpubos Shall be absent in 1g / Orcyrcrere B 1
Absent in 1g / OtcytcTByer B 1T r
c) E. coli .
9 Assay / KonnyecTBeHHOe 9.96 mg /9,96 mMr Each film coated tablet contains nof
orpeneyeHue less than 9.0 mg and not more than 11.0

mg C,HysCIN,O32HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 wmr|
o 1 1,0 MT C21H25C1N203'2HC]
(UeTUpM3UHA  JWTHIAPOXJIOPUN) B

rabnerke.

10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 3 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a |or 3 blisters and patient information
carton. / TTo 10 TabneTok B leaflet in a carton. "In bulk" package:
[MBX/amomunuesom Girrctepe. [1o 3 10 blisters in a carton. 252 cartons in
fnycTepa BMeCTe ¢ MHCTPpYKUMeit Mo master carton.

NpUMEHEHUIO YITAKOBAHBI B MAYKy / Tlo 10 TaGretox B
KapTOHHY10. [TBX/amomunreBoM 6nucrepe. 1o 2

unn 3 6aurcTepa BMecTe ¢
HHCTPYKIHEH 110 TPUMEHEHUIO
yIaKOBaHE! B 124Ky KapTOHHYIO.
Vmakoska  "in-bulk™: Ilo 10
OIUCTEepPOB MIOMEINAIOT B KAPTOHHYHO
kopoOky. Ilo 252 kapToHHbIE
KOpoOKY MOMELIAlOT B KapTOHHBIN

- KopoO.
11 Labeling / MapxupoBka According to ND / B coorsetcTsum ¢ HJJ
12 Storage conditions / At teﬁperature below 25 °C. / I1pu Temnepatype Re Bbitue 25 °C,
XpaneHnue
13 Shelf life / Cpox roanocT 3 years / 3 rona o
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TponykT cooTBeTcTBYET TpebosanuaM HJJ 3axmouenne: OJJOBPEHO
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