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CERTIFICATE OF ANALYSIS

AHajquTHYecKHii oTueT Ne

CEPTUDUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg ]
Mponykr : IleTpua® TabieTKH, ITOKPHITHIE TUIEHOYHOW 060109K0H,10 M __
Batch No / : B2104145 Batch Quantity / : 671470KG/
Cepus Ne - O0BLeM mapTHn 671,470 KI'
Analytical Report No / : 2002FP21002407 Date of Analysis / ¢ 10-12-2021

JlaTa anajan3a

Jata npousBoACcTBA

Date of Manufacture / : 11/2021 Date of Expiry / : 1072024

T"oneu oo

Analysis performed according ND /
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Amnayus nposeaes mo HJI: TT N013283/01-160919 (amend Ne 1 from

N Test / TlokaszaTean Result/Pe3ym,_T_aTbl Specification / Hopma

White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Onucanue coated tablet with a breakline on one side.|biconvex film coated tablet with a
White core on a cross section. / Kpyrneie|breakline on one side. White to off-
NBOSIKOBBIMMYKIIBIE TabNeTkW, TNOKphIThie(white core on a cross section. /
nieHoYHoil o6onoukoit Genoro uBera, c|Kpyrneic OBOSKOBBITYKIBIE TabNeTK,
puckoii Ha omHOWi  cropoRHe. Ha|mOKpbITEIE TUIEHOYHOM  0Gonoukoil
ToTepeyHoM paspese — saapo Genoro|benoro WM rodTH Oenoro IBeTa, ¢
LBETA. puckoit Ha ogmHOH cTopoHe. Ha

MoTnepedHoM paspese — AApo oT Genoro
X0 TOYTH GENIoro 1BETa.

2 Identification by HPLC/ i
[TooIUHHOCTE C

omplies as prescribed / The retention time of the main peak
OOTBETCTBYET 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). /

Bpemsi ynmepXwWBaHUS OCHOBHOTO
nuKa Ha XpoMaTorpaMme
UCTIBITYEMOTO  PacTBOpa  HOJIXKHO
COOTBETCTBOBATh BpEMeHH!
yIAepXKUBaHUS OCHOBHOIO MNHKa Ha
XpoMarorpaMme pactBopa
CTaHIApPTHOTO obpasla HEeTHPHU3NHA
rUApoXIopuaa (pazzen
«KonudyecTBeHHOE ONpenecHUe)).

3 Average weight / CpenHsis
Macca

191.6mg / 191,6 Mr 1191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 Mr + 3,0% (ot 185,3 mMr gmo
196,7 mr)

a

Water / Bona

3.1% w/w/3,1% Not more than 8.0% w/w / B
He 6onee 8.0 %

5 Uniformity of dosage units
OnHopoAHOCTH
FO3MPOBAHUS

3.0/3,0 The acceptance value (AV) should be
less than or equal to 15.0/
[Toka3zaTeis npuemiieMoctr (AV)
momxkeH OBITH He Ooxee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponykr cootBeTcTBYET TpebosanuaM HJI 3akaiouenne: ONOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIIU3A
Product Cetrine film coated tablets, 10 mg ]
Mpoayxt : IlerpuH® TabIeTKH, TOKPHITHIE TNIEHOYHOH 0601109K0#,10 MT B
Batch No / B2104145 Batch Quantity / 671.470 KG /
Cepus Ne O6beM mapTun 671,470 KI"
Analytical Report No / : 2002FP21002407 Date of Analysis / 10-12-2021
AHanuTH4ecknii orgyer Ne JlaTa ananau3a
Date of Manufacture / 11/2021 Date of Expiry / 10/2024
JaTa npou3BoACTBA I'onen o

Analysis performed according ND / Anaau3s nposeaen o HI: ITTN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020)

Ne
6

[ Test / IokazaTenn

Result / Pe3yﬂi>TaTbl

| Dissolution / PacrBopenune

99%, 98%, 97%, 98%, 99%, 100%

Specification / Hb@

Not less than 80% (Q) of the
labeled amount of
Ca;11,5CIN, O 211CI (cetirizine

dihydrochloride) is dissolved in 30
minutes /

He wmenee % (Q) or
HOMWHANBHOTO comepxKaHus
C,1HpsCIN,O;-2HCI (netwpusnna
muruapoxnopun) yepes 30 MuH.

80

'_Impurities by HPLC/
PojicTBEHHBIE TPUMECH
LEeTUPH3UHA

a) Impurity A /
npuMech A
b) Impurity B /
npumMech B
c) Impurity C/

npumech C

d) Impurity D /
npuMecs D

e) Impurity E/
npumMecsk E

f) Impurity F /
npumecsh F

g) Any unspecified impurity

JIro6ag eqgnHUgHas
HenjeHTU UL POBaHH
ast IPUMECH

h) Total impurities / Cymma
npumeceit

Not detected / He oO6Hapy»xeHa

0.03%/0,03%

Not detected / He o6napyxena

Not detected / He o6Hapyxena

0.05% / 0,05%

Not detected / He obHapyxena

0.12% /0,12%

0.3%/0,3%

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

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

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

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

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

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

| %

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

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

Remarks : The Product confirms to ND/

Ipumeuanne: TTponykT cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Jakiouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIW3A

Product Cetrine film coated tablets, 10 mg

Mponyxt : LletpuH® TabneTky, MOKPBITEIE MIEHOYHOH 060109K0#,10 MT .

Batch No / B2104145 Batch Quantity / 671470 KG/

Cepusn Ne Oo0beM napTuu 671,470 KT’ |
Analytical Report No / : 2002FP21002407 Date of Analysis / 10-12-2021

| AHAJTHTUYECKHIA 0THeT No JTara aHanuza o |
Date of Manufacture / 11/2021 Date of Expiry / ¢ 10/2024

JdaTa npoH3BoACTEA I'oneH o

Analysis performed according ND / Auanus nposeaen mo HJI: TTN013283/01-160919 (amend Ne 1 from

12.05.2020 / m3m. Ne 1 ot 12.05.2020)

By

-

_Ol

~

ncontrolled C

1
|

i

Ne [Test/ IlokasaTens Result / PesybTaThl | Specification / Hopma
8 Microbial limits /
Mukpobuonoruyeckas
HICTOTa
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / O6uee 9ncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOBHBIX MUKPOOPTaHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6mee uncio (Meree 10 KOE/T
OpOYXKEBBIX W MIIECHEBBIX
rpubos Shall be absent in 1g / OtcyrcrBue B 1
Absent in 1g / OTcytcTByeT B IT r
c) E. coli .
9 Assay / KonnyectsenHoe 10.05 mg / 10,05 mr Each film coated tablet contains not
oTpeeeHe less than 9.0 mg and not more than 11.0
mg  C,HysCIN,O3-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr|
fige} 1 1,0 MT C21H25C1N203 -2HCI
(weTupW3uHa ~ OUTHAPOXIOPUA) B
TabyieTKe.

10 Package / VnakoBka 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. / Tlo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[MBX/amromMuaneBoM Onmcrepe. I1o 3 10 blisters in a carton. 252 cartons in
ONMCcTEpa BMECTe ¢ MHCTPYKIMEH 110 master carton.

NPUMEHEHHIO Y1aKOBaHb! B MAYKY / Tlo 10 Tabnerok B

KapTOHHYIO. [MBX/amomunuesom 6ircrepe. 1o 2
unu 3 6nucTepa BMECTE ©
WHCTPYKIUUEH 10 IPUMEHEHHFO
YIIaKOBAHBI B TAYKY KapTOHHYTO.
Vmakoska  "in-bulk": Ilo 10
OIMCTEpOB MOMELIAIOT B KAPTOHHYIO
kopobky. [Ilo 252 xaproHHbIE
KOpOOKH MOMeNaloT B KapTOHHEI

I - Kopo0.

11 Labeling / MapkupoBka According to ND / B coorBercTsuu ¢ HJI

12 Storage conditions / At temperature below 25 °C. / TIpn Temnepatype He Bble 25 °C.

XpaHeHue
13 |Shelflife / Cpok romsoctn  [3 years /3 rozma ) ]

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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