CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[Tpoaykr: LeTpwH, TabmeTkH, MOKpLITLIE TUIeHOYHOH ob6onoyko#, 10 Mr

Batch No / : B2402839 Batch Quantity / : 955KG/
Cepust Ne O6beM cepuu 955 KI'
Analytical Report No / 2002FP24002197 Date of Analysis / 10-09-2024
AHanutudeckuii otyet Ne JaTta ananuza

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
JlaTa npon3BoacTBa Tonen no

Analysis performed according ND / Ananuz npoeeaen o HJ[: TTN013283/01-130723

Ne Test / Tloka3zaTrean

Result / PezynsTarsl

Specification / Hopma

Uncontrolled Copy

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible ABOSKOBBINYKIIbIE
TabJeTKH, TOKPHITHIE INIEHOYHOH
obonoukoit benoro uBera, ¢ pUCKoit
Ha oZIHOM cropoHe. Ha mormepeurnom
paspese saapo 6enoro 1BeTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one

side. White to off-white core on cross
section. / Kpyrnble JBOSKOBBIYKIIbIE
TabNeTKH, MTOKPBITHIE TUTEHOYHOH

obonoukoii Genmoro wiaM  noutd Henoro
1BeTa, ¢ pUCKOH Ha ofaHOH cropore. Ha
TorepevyHoM paspese f4po OoT Gemoro 1o
routH Oesoro LBeTa.

Remarks : The Product confirms to ND/

HMpumeuanne: [TpogykT coorBeTcTBYET Tpeboanusam HJT

Conclusion : APPROVED /
3akawuenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
TTponykt: LeTpwH, TableTKn, MOKPbIThIE THIEHOUHOM obomoukoif, 10 mr

Batch No / : B2402839 Batch Quantity / : 955KG/
Cepus Ne O6bem cepum 955 KT"
Analytical Report No / : 2002FP24002197 Date of Analysis / : 10-09-2024
AHanuTUuecKuii otyeT Ne Jlata aHanuza

Date of Manufacture / . 08/2024 Date of Expiry / : o 07/2027
JlaTa npou3BoacTBa T'onen no

Analysis performed according ND / Ananus npoeenen o HI: TTN013283/01

-130723

2 | Identification. Cetirizine / Ilogannnocts. IleTupnsnn

1. HPLC/B32XX Complies as prescribed /
CooteeTcTByeT TpeGOBaAHUAM

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpems ynep;xuBaHus
OCHOBHOTO IMHKa Ha  XpOMaToTpaMMe
HCITBITYEMOTO pacTBOpa JIOTKHO
COOTBETCTBOBATb BPEMEHU YACPIKMBAHUA
OCHOBHOI0 MHKa Ha XpoMaTorpamme
pacTeopa CTaHAAPTHOrO obpasua
[eTUpU3MHA THOPOXIIOpHUIA (pasmen
«KomuuecTBeHHOE oTipeReTIeHHE» ).

2. UV spectrophotometry / Complies as prescribed /
Y®-cniextpodoromeTpust CooTBeTcTRYET TpeOOBaHUIM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of +2 nm. / V®-cuekTpsl
MOrTIOWIEHHs] UCTIBITYEMOTO  pacTBopa H
pacTBopa CTaHIApTHOrO obpasua
LHETHPU3WHA THUApOXIopuaa B obnacth or
200 mo 400 HM JOMKHBI UMETH MAKCUMYMHEI
TOTTIOWIEHHs TP OMHOW U TOH >Ke IJTWHE
BONHEI ¢ JOMYCTUMBIM OTKIOHEHHEM =+ 2
HM.

Water / Bona 3.2% wiw /3,2%

Not more than 8.0 % / He 6onee 8,0 %

4 | Uniformity of dosage units / 2.8/28
OnropoanoCcTh
A03MPOBAHASA

Acceptance value (AV) should be not more
than 15.0 / Tloka3zaTens mnpUEMNEMOCTH
(AV) nonxkeH ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [lponykr coorBeTcTBYET TpeboBanuam HJI 3axmaenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[MTponyxt: IeTpyH, TabeTKH, TOKPLITLIE TUIEHOYHOH 06onoukoi, 10 Mr

Batch No / : B2402839 Batch Quantity / : 955KG/

Cepus Ne O0BeM cepun 955 KI'

Analytical Report No / 2002FP24002197 Date of Analysis / 10-09-2024

AHanuTuueckuii otyeT Ne JlaTra aHanusa ]
Date of Manufacture / 08/2024 Date of Expiry / 07/2027

JlaTa npou3BoncTBa T'onen no

Analysis performed according ND / Ananmmz nporenen no HJI: TT N013283/01-130723

5 | Dissolution / PacTBopenne Unit-1/Ta6n.-1 97% Not less than 80% (Q) of the labeled amount
— = - of  C,HyCIN,O;-2HCI (cetirizine
Unie eone 9% | gihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 99% 80 % (Q) OT HOMHHABHOTO CcONepHKaHHA
- IN,O;-2HCI
Unit-4 / Ta6n.-4 T00% | C2HasCINGOs (uerupusuta
auruapoxiopun) depe3 30 MHH.
Unit-5 / Tabn.-5 101%
Unit-6 / Ta6n.-6 100%
6 |Related Impurities by HPLC/
PosacTBenHbIe NpUMecH
Impurity A / IIpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %

- 0.005%) / Huxe npenena P B
Impurity B / Tlpumecs B oBuapycerus (T10 = 0,005 %) Not more than 0.2 % / He Goniee 0,2 %

1 0, 0,
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity D / TIpumecs D Hwke npenena Kkonm4ecTBeHHOro Not more than 0.2 % / He 6onee 0,2 %

= 10°
[mpurity E / ITpumecs E onpezener (1IKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Less than Limit of Detection (LOD =
Impurity T/ Ipuwees T 0.?)556%?/ I—;;nxl(eonpe;;calon ( Nout tie than 0.2 %6/ Tl Gonee 0,2 %
Any individual unidentified |[oOHapyxerus (TI0 = 0,006%) Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas emunwaHas
HEMJEHTHPULMPOBAHHaS Not detected / He oOHapykeHa
npuMech
0.04% / 0,04%
Not detected / He o6HapyxeHa
0.09% / 0,09%
Total impurities / 0.3%/0,3% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumMeceit
7 | Assay / KoimuecTBeHHOE 9.99 mg /9,99 mr Not less than 9.0 mg and not more than 11.0

OIIpEAEJICHHE

99.9% /99,9%

mg C,1H,5CIN,O;-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr mo 11,0 mr
C, H,;CIN,O5-2HCI (ueTupu3MHa
mruapoxnopun) B tabretke (ot 90 % mo
110 % oT HOMUHAIBHOTO COACPIKAHNS ).

Remarks : The Product confirms to ND/
Mpumeuanne: [Mponykt coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

TTponayxr: LeTpun, TabrieTkH, MOKPLITLIE TUTEHOUHOH obonoukoi, 10 mr

Batch No / : B2402839 Batch Quantity / : 955KG/
Cepus Ne O6beM cepun 955 KI'
Analytical Report No / 2002FP24002197 Date of Analysis / 10-09-2024
AHanuruyeckuit oTyer No JlaTa aHaiu3a

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
JlaTta npor3BOACTBa Tonen no

Analysis performed according ND / Ananvz nipoeenes no HJ[: TTN013283/01-130723

8 | Subdivision of tablets /
OIHOPOAHOCTH Mace NPH
JAeJIEHHH TA0JIETOK

Complies as prescribed /
CooTBeTCTRYET TPEOOBAHHAM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /

TabneTku COOTBETCTBYIOT TpeOOBaHUAM,
ecni He Oonee 1 enWHW4HAs Macca
OTKIOHAETCA 3a npenensl 85 % - 115 % or
cpenHei MAacCHl. Tabnetku He

COOTBETCTBYIOT TpeboBaHUsM, ecnu Bomee
yem | MHAMBUAYanbHas Macca OTKIOHAETCH
OT 3THX TIpemenoB  wimW, ecan |
MHOUBHIOYaNbHAS Macca OTKJIOHAETCS 3a
npegenst 75 % - 125 % ot cpeHel MaccEl.

9 |Microbiological purity* / MukpoOuonoruueckast 9ucrora*

a) Total Aerobic Microbial Not Applicable
Couat / O6mee yneno

adpOoOHBIX MHKPOOPTraHU3MOB

Not more than 1000 CFU/g /
I1e 6onec 1000 ICOL/r

b) Total Combined Yeast and Not Applicable
moulds count / Obugee umcno
IPOAIKEBBIX U IUIECHEBBIX

rprboB

Not more than 100 CFU/g/
He 6onee 100 KOE/r

c) Escherichia Coli Not Applicable

Shell be absentin 1 g/
Otcytcteue B I 1

Remarks : The Product confirms to ND/
Ipumeyanne: [Iponykt cooTreTcTRYET TpeboBanusm HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®HKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Tponykr: LeTpwH, TabeTKH, TOKPLITHIE THIEHOWHOH o6omouko#, 10 Mr

Batch No / : B2402839 Batch Quantity / : 955 KG/
Cepust Ne O6neM cepun 955 KI'
Analytical Report No / 2002FP24002197 Date of Analysis / 10-09-2024
AHanutuueckui otyet No Jlata aHanu3za

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
Jara npou3BoAcTBa T'onen mo

Analysis performed according ND / Ananus npoeenen mo HJI: TTN013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / ITo
10 TabneTok B
TBX/TIBJIX//amomiHreBoM
Omuctepe. ITo 2 GiucTepa BMecTe ¢
UHCTPYKIMEH 00  NPHMEHEHHIO
YaKOBaHbl B NAYKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnetok B
TNIBX/TIBIX//amomuunesom bOmmcrepe. Ilo
2 unm 3 G6nucTepa BMECTE C© MHCTpPYKUHMEH M0
NpUMEHEHUI0  YTIAKOBaHBI B TadkKy
KapTOHHYO.

11 | Labeling / Mapkupoeka According to ND / B coorsercteum ¢ HJ{

12 | Storage conditions / At temperature below 25 °C. / IIpu temneparype He poie 25 °C.
XpaneHue

13 | Shelf life / Cpox roaHocTu 3 years /3 roma

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIposodumcs npouzgodumenem npu evlnycke NePUOOUYecKi: Ol
kavicoout 20-0tt cepuu wiu e menee 1 pasa 6 200. Iloxazamenv moxcem 6vimv ne srnover 6 Cepmuguram

ananuza Qupmel.

Remarks : The Product confirms to ND/
IMpuameuanne: [poaykr cooTBeTcTRYET Tpebosanusm HJJ

Conclusion : APPROVED /
3axmogenne: OJJOSPEHO
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