Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3A

Product : Ceftrine film coated tablets, 10 mg

Ipopyxr @ [erpuu® 1abaeTki, noKphIThie NIeHOYHOH 060104KOH, 10 Mr

Batch No / . B2302210 Batch Quantity / . 687.600 KG/
Cepusn Ne O0beM napTun 687,600 K"
Analytical Report No / : 2002FP23001715 Date of Analysis / i 22-07-2023
AHaanTUYecKui oTueT No JIaTa anajidsa

Date of Manufacture / 07/2023 Date of Expiry / 06/2026
Jara npon3BoacTBa Tonen no

Analysis performed according ND / Anasus nposexen o H/L: I1N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Ne Test / Iloxa3zaTen

Result / PezyabTaTsl

Specitication / Hopma

I Description / Omucanue

MJIEHOUHOMW 000JI0UKOH
puUcKOM  Ha  OINHOM

BCTA.

2 | Identification by HPLC/
[TopnuHHOCTB

Complies as pgscribed/
CooTBeTCTBYET

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrmwie
NBOSIKOBBINYKAbIE TabNeTKW, MOKPbITHIE

0esioro 1BETa, C
cropode. Ha

ONepeyHoM paspese — sapo  Oenoro

White or off white coloured, round,
biconvex film coated tablet with a
hreakline on one side. White to off-
white core on a cross section. /
Kpyrnbie ABOSKOBBINYKJIbie TaONETKH,
MOKPLITBIE  [UIEHOYHOM  060IM0YKOi
Genoro wix modTH Oeoro mpera, C
puckoi Ha oAHOW crTopoHe. Ha
MONepeyHoM paspese — aApo oT 6enoro
o noutH 6en0ro UBeTa.

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  yaepKHBaHHs OCHOBHOTO
nuKa Ha XpomMarorpamme
WUCMbITYEMOrO  PacTBOpa  JOJXKHO
COOTBETCTBOBATHL BPEMEHU
yACpKVBaHUA OCHOBHOI'O nuvKa Ha
xpoMaTorpaMmme pacTBopa
cTaHgapTHOro obpasia UEeTHPU3UHA
CHAPOXJIOpUIA (paznen
«KonnuyecTBeHHOE onpeaesneHue).

3 Average weight / Cpennas
Macca

189.6 mg / 189,6 Mr

191.0 mg £3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 1853 wmr o
196.7 mr)

4 Water / Boaa

2.8% wiw /2,8%

Not more than 8.0% w/w /
He 6omee 8.0 %

5 Uniformity of dosage units
/ OaHOPOAHOCTD
1103MpOBaHUS

38/38

The acceptance value (AV) should be
less than or equal to 15.0/
[Tokazarens npuemaemoctd (AV)
mokeH OBITE He Gonee 15,0,

Remarks : The Product confirms to ND/
Ipumeuanue: [lpoaykT cooTBeTcTBYET TpeboBaHusM HJ]

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

[Product Cetrine film coated tablets, 10 mg
[ Ipoxykr [leTpuH® TabaeTKH, NOKPLIThLIC MJICHO4HOH 000104KOH, 10 MP
Batch No / B2302210 Batch Quantity / : 687.600 KG/
Cepua No O61,eM NAPTHH 687,600 KI"
Analytical Report No / 2002FP23001715 Date of Analysis / 22-07-2023
Anajquruycecknii oryer Ne JlaTa ananusa
Date of Manufacture / 07/2023 Date of Expiry / 06/2026

ara npou3BOACTBA T'ogen no

Analysis performed according ND / Auasins nposegen no H/L: 11 N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 or 07.10.2021)

No Test / IloxazaTenn

Result / PezyabTaTsl

Specification / Hopma

6 Dissolution / PacTeopenne

101%, 96%, 96%, 98%, 98%, 97%

Not less than 80% (Q) of the
labeled amount of
Cy1HysCIN,O4-2HC (cetirizine
dihydrochloride) is dissolved in 30

minutes /

He MeHee % (Q) or
HOMMHALHOTO coAepIKAHMSL
C21HpsCIN,O5-2HCl (uerupusuna

nurupoxsiopua) yepes 30 Mu.

80

7 Impurities by HPLC/
PoacreeHHbie npumecH
LeTUpU3KHA

a) Impurity A /
npuMech A

b) Impurity B /
npumecs B
c) Impurity C/
npumeck C

d) Impurity D/
npumMech D

e) Impurity E /
npumech E

if) Impurity F /
npumecs F

g) Any unspecified impurity

Jliobas enqnHuyHas
HEHACHTHOUIMPOBAHH
st IPUMeECh

h) Total impuritics / Cymma
npuMeceit

Less than LOQ (LOQ = 0.019%) / Hixke
npeaena KOJIMYEeCTBEHHOr o ONpeAClicHUs
(TTKO = 0,019%)

Less than LOQ (LLOQ = 0.010%) / Huxe
npeaena KoAu4eCTEEHHOTO ONPEACACHUs
(I1IKO = 0,010%)

Not detected / He obrapysxeHa

Less than LOQ (LOQ = 0.003%) / Huxe
npeaena KoJM4ecTBEHHOro OIIpeaeIeHIs
(TTKO = 0,003%)

0.04% / 0,04%

'Not detected / He o6HapyxeHa

0.08% / 0,08%

0.2%/0,2%

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

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

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

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

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

f) Not more than 0.2 % / e 6onee 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/
ITpumeuanne: [IpoaykT cooTBeTcTBYeT Tpebopanusam HJL

Conclusion : APPROVED /
3akaoyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
Mpoxykr : lletpuu® TabsieTKn, NOKPbITbIE NIEHOUHON 060104KOH, 10 Mr
Batch No / B2302210 Batch Quantity / : 687.600 KG/
Cepun Ne O0neM napTun 687,600 KT’
Analytical Report No / : 2002FP23001715 Date of Analysis / 22-07-2023
AnanuTuuecknii oruet Ne JlaTa aHajau3a
Date of Manufacture / 07/2023 Date of Expiry / 06/2026
Jara npoussoacTea TI'onen a0
Analysis performed according ND / Ananns nposeaen no HJL: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)
Ne Test / IlokazaTean Result / PesyabTaTbl Specification / Hopma
8 Microbial limits /
MukpoGuoIoruiecKas
qUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6wee uucno Menee 10 KOE/r He Gonee 1000 KOE/r
a3pOGHBIX MUKPOOPraHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O61uee uucno [Menee 10 KOE/r
IAPOAOKEBBIX K MIECHEBbIX
rpubos Shall be absent in 1g / Orcyrcreue 8 1
Absent in 1g / OtcytcTByeT B Ir r
c) E. coli
9 Assay / KonnuecreenHoe 991 mg /991 mr Each film coated tablet contains nof
onpeneneHue less than 9.0 mg and not more than 11.0)
mg  CyHypsCIN,O53-2HC1  (cetirizing]
dihydrochloride) per tablet / Ot 9,0 mr
nis) 1 1,0 Mr Cz] H25C1N2032HC]
(ueTnpuzmHa JUTHAPOXJIOpHA) B
rabJieTke. B o
10 Package / Ynakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet [or 3 blisters and patient information
in a carton. / ITo 10 TaGnerok B leaflet in a carton. "In bulk" package:
[1BX/amomunpeBoM Gnuctepe. [1o 10 blisters in a carton. 252 cartons in
3 GnucTepa BMeCTe ¢ MHCTPYKLUMei no  |master carton.
[PUMEHEHHIO YIIAKOBAHEI B MTAYKY / Ilo 10 Tabnetok B
KapTOHHYIO. [TBX/antomuHueBom 6nucrepe. [o 2
1K 3 6ancTepa BMECTE C
WHCTPYKIKEH MO NPUMEHEHHIO
yTIaKOBAHBI B MAYKy KAPTOHHYIO.
VYnakoeka  "in-bulk": Tlo 10
BAMCTEPOB MOMEUIAIOT B KAPTOHHYIO
kopoOky. Ilo 252 xapronsble
KOpOOKH MOMEINAIOT B KapTOHHBIH
KOpoG.
11 Labeling / Mapkuposka According to ND / B cooreercreuu ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiwe 25 °C.
XpaHenue
13 Shelf life / Cpox ronnoctn 3 years / 3 roga
Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Ipumeuanue: [IpogykT cooTBeTcTBYET TpebOBaHUSIM HJL 3axaouyenne: OJOBPEHO
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