Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDGHKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 mg
 [Ipoaykr: LleTpuH. TaOJIETKY, OKPBITHIC MICHOUHOH 0607104K0#H. 10 Mr

Batch No / B2303498 Batch Quantity / : 955.000 KG/
| Cepms Ne _ObBeM cepun 955,000 KT"
Analytical Report No / 2002FP23002490 Date of Analysis / : 29-10-2023
AHATHTHYCCKHI OTYET No Jlata ananusa -
Date of Manufacture / 09/2023 Date of Expiry / : 08/2026 ]
Jlata npoM3BOACTBA Tonen no

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Anamus nposeaen mo HJL: 11 NO13283/01 dt 13.07.2023 /

Ne Test / IloxkazaTenn

Result / PesyabTarni

=]

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrisie BOAKOBBITYKIIBIC
Ta6ICTKH, DOKPHITHIC TICHOYHOR
0607104K0# O€T0TO 1BETA, C PHCKOH
Ha 0JHO¥ cTopoHe. Ha monepeynoM
paspese aapo 6eroro uBera.

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. / Kpymibie ABOSIKOBBIMYKIBIC
TaONeTKY, TIOKPBITHIC MJICHOYHOU
00004YKOH OEMoro wWiIH IIOuTH 6OEI0ro
nBeTa, ¢ puCkoi Ha oxHOH cropome. Ha
MONEPEYHOM paspe3e AIpo OT Oemoro o
noutu OENoTo 1BETA.

Remarks : The Product confirms to ND/
Mpumeuanue: [TpoayKT cOOTBETCTBY €T TpeboBaHmsiM HJT

Conclusion : APPROVED /
3axmoucune: OTIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHM3A

| Product : Cetrine film-coated tablets 10_mg

NpoayxT: LeTpuH. TAOACTKH, TOKPBITHIC MICHOUHOH 000104K0M, 10 Mr

Batch No / B2303498 Batch Quantity / © 955.000KG/ o
| Cepust No O61em cepu 955,000 KT

Analytical Report No / 2002FP23002490 Date of Analysis/ 29-10-2023
| AnanurHyeckuit oTaeT No Jata avanmsa B

Date of Manufacture / 09/2023 Date of Expiry / 08/2026

Jara npou3BoaCTBA ToacH g0

[1N013283/01 or 13.07.2023

Analysis pertormed according ND / Ananu3 nposexek o HJT: TTN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / Ilopanunocrs. Ierupusnn

1. HPLC/B2XX

CoOTBETCTBYCT TPCOOBAHMAM

Complies as prescribed /

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
(scetion "Assuy"). / Bpems yacpskHBAHMS
OCHOBHOIO IIMKa HAa  XPOMAaTorpamme
HCTILITY EMOTO pacTeopa JO0JDKHO
COOTBETCTBOBATh BPCMCHH Y ICPIKUBAHSI
OCHOBHOTO  THKA HAa  XPOMATOrpaMMe
pacTeopa CTaHJAPTHOTO obpasua
LCTHPU3HHA THIPOXJIOPH/IA (pasmen
«KonuueCTBEHHOE ONPEACIICHUEY).

2. UV spectrophotometry /
YO-cnexTpohoToMeTpUst

CooTBeTCTBYCT TPEOOBAHUAM

Complies as prescribed /

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. / VY®-cnekrpsl
MOTJIOIICHHUSI HMCIBITYEMOTO pacTBopa |
pactBopa CTAaHIAPTHOTO obpasna
LUETHPHU3HHA THAPOXJIOPHAA B 00nXacTH OT
200 mo 400 HM JOJDKHBI HMETh MAKCHMYMBbI
MOCJOLICHUS TMPH OJHOW W TOMW XKC JJIMHC
BOJIHBI C JOMYCTHMBIM OTKJIOHCHHEM =+ 2
HM,

3 | Water / Bojaa

3.7% wiw 1 3,7%

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

Uniformity of dosage units /
OaHOPOIIIOCTE
RO3UPOBAHMST

1.6/ 1,6

Acceptance value (AV) should be not more
than 15.0 / Iloka3areiib IPHEMIICMOCTH
(AV) nomwken 6s1Th He Oonee 15,0.

Remarks : The Product confirms to ND/

Hpnmeuanue: ITpoayKr cooTBETCTBYCT TpeOoBanusiM H JJ

Conclusion : APPROVED /
Jakmouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 6




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAIIM3A

Product : Cetrine film-coated tablets 10 mg
[1poaykT: LIcTpuH. TAGICTKH. MOKPLITHIC TUICHOUHOH 000104K0H, 10 Mr

: 955.000 KG/

Batch No / B2303498 Batch Quantity /
Cepmst Ne | O6BeM cepun 955,000 KT
Analytical Report No / 2002FP23002490 Date of Analysis / 29-10-2023
AHamuTHYeCKU oTueT No JlaTa ananusa
Date of Manufacture / 09/2023 Date of Expiry / 08/2026

| Jata npouseoacTsa I"oaen 10

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Anamus nposeack o HJL: 11 NO13283/01 dt 13.07.2023 /

5 | Dissolution / Pacreopenne

Unit-1/ Tabmn.-1 96%
Unit-2 / Ta6m.-2 96%
Unit-3 / Tabm.-3 97%
Unit-4 / Tabn.-4 96%
Unit-5 / Tabmn.-5 97%
Unit-6 / ''abx.-6 97%

Not less than 80% (Q) of the labeled amount
of  C3H,sCIN,03-2HCI (cetirizine

| dihydrochloride) after 30 min. / He menee

80 % (Q) OT HOMMHANBHOTO COJCPIKAHHSI
C5H15CIN,O5-2HC1 (uetupusnHa
JUTHAPOXIOPHL) uepes 30 MUH.

6 |Related Impurities by HPLC/
PoacrseHHbIC 1IPIMECH

Impurity A / ITpumecs A

Impurity B / ITpumecs B

Impurity C / ITpumecs C

Impurity D / [Tpumecs D

Impurity E / ITpumecs E

Impurity F / Ilpumecs F

Any individual unidentified
impurity / Jlrobas exuHHIHAS
HCHICHTH(DHIUPOBAHHASL
MPUMCCH

Less than Limit of Detection (LOD =
0.005%) / Hmxe npegena
o6napysxeuus (IO = 0,005%)

Less than LOQ (LOQ = 0.010%) /
Hwxke npeacna KOTMYECTBEHHOTO
ompeaeserus (ITKO = 0,010%)

Less than Limit of Detection (LOD =
0.006%) / Hrxe npeaena
obuapyxenus (ITO = 0,006%)

Not detected / He 0OHapyskeHA

Not detected / ne obHapykCHA
Not detected / He oOHapyxeHA
0.08% / 0,08%

Not more than 0.2 % / He 6oace 0,2 %

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

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

Not more than 0.2 % / He 6oxee 0,2 %

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

Not more than 0.2 % / He 60nee 0,2 %

Not more than 0.2 % / He 6oaee 0,2 %

Total impurities /
Cymma npuMcced

0.2%/0,2%

Not more than 2.0 % / He 6onee 2,0 %

7 | Assay / Kosqmuccrsennoe
ompe/esicHne

9.95 mg/ 9,95 mr
99.5% /99,5%

Not less than 9.0 mg and not more than 11.0
mg C;H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 Mr
Cg 1H25C1N203 -2HC1 (IICTI/IpI/ISI/IHa
auruapoxgopun) B tadnerke (ot 90 % mo
110 % OT HOMMHATBLHOTO COJCPIKAHHS).

Remarks : The Product confirms to ND/
HMpnmeuanne: [Tpoaykr cooTBETCTBYET TpeboBanusiM HJT

Conclusion : APPROVED /
3aciouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTU3A

Product : Cetrine film-coated tablets 10 n;g

Mposykr: Lierpun, TAONCTKH, HOKPLITHIC MICHOUHOH 000:104K0ii, 10 Mr

Batch No / B2303498 Batch Quantity / : 955.000 KG/
Cepung No O0beM cepitu 955,000 K[
Analytical Report No / 2002FP23002490 Date of Analysis/ 29-10-2023
Anamurnyecknii otuer Ne Jlara anammsa

Date of Manufacture / 09/2023 Date of Expiry / 08/2026
Jara nponsBoACTBA I'ojcH 10

[1N013283/01 ot 13.07.2023

Analysis performed according ND / Anamms nposeacu no HJI[: TTNO013283/01 dt 13.07.2023 /

8 | Subdivision of tablets /
O/HOPOANIOCTH MACC NP
JICTICHL TA0JIeT0OR

Complies as prescribed /
COOTBETCTBYET TPEeOOBAHMAM

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. /
TabneTkn  COOTBETCTBYIOT —TpeboBaHUMM,
ecmn He Oomee 1 emuwHHyHAs Macca
OTKIOHsAETCS 3a npenenst 85 % - 115 % ot
cpeasein MAacCHlI. Tabnerku HE
COOTBETCTBYIOT TPeOOBaHMAM, eciau Oonee
ucM | MHAMBHIYAIBHAS MACCA OTKJIOHACTCS

OrcyrtcrByer B 1 T

OT 3THX TIpeacsoB  wiM, ecmd |
HHIMBHAyaJbHAI MACcCAa OTKJIOHJACTCA 32
npeaenst 75 % - 125 % oT cpenHen MacchL
9 |Microbiological purity* / Mupo6ioiorusieckasi Yncrora*

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /

Count / Obee uucio Memnee 10 KOE/r He 6osee 1000 KOE/r

a’pOOHBIX MUKPOOPTAHU3MOB

b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 100 CFU/g/

moulds count / Obuuee YUCIO Menee 10 KOE/r He 6o0nee 100 KOE/Tr

JPOACGKEBBIX U ITICCHEBBIX

rpudoB

¢) Escherichia Coli Absentin1g/ Shell be absentin 1 g/

OrcyrctBue B I 1

Remarks : The Product confirms to ND/

Hpumeuanne: ITpogykr cooTBeTcTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
Zakmouenune: QJIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTU3A

Product : Cetrine tilm-coated tablets 10 mg

| TTpoaykr: LleTpus, TaONCTKH, NOKPHITHIC TUICHOYHOM ob6omoukoii, 10 Mr

Batch No / B2303498 Batch Quantity / : 955.000KG/ h
| Cepust Ne O0ObeM cepHnl 955,000 KT

Analytical Report No / 2002FP23002490 Date of Analysis / 29-10-2023 N

AHanuTHueCKuit 0TUET No Jara ananusa B o

Date of Manufacture / 09/2023 Date of Expiry / 08/2026 B

Jlata npon3BOICTBA loaeH 1o

Analysis performed according ND / Ananus nposeacu no HJL: [1 NO13283/01 dt 13.07.2023 /
TTN013283/01 ot 13.07.2023

10 tablets in PVC/PVDC//aluminum blister.

10 | Packaging / Yuaxoska 10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo |in a carton. / TIlo 10 Tabmerox =B
10 TabJICTOK B | IBX/TIBJIX//amomurucBoM Onmcrepe. Ilo
[TBX/IB/J1X//aneoMUHHEBOM 2 niu 3 OHcTepa BMECTE C HHCTPYKLHCH 1O
6nucrepe. Ilo 3 Gaucrepa BMCCTC C | MPHMEHCHMIO — YNAKOBAHBL B TA4Ky
HHCTPYKIMEH 1O  NPHUMCHCHHIO | KAPTOHHYH).
yTAKOBAHBI B MAYKY KAPTOHHYIO,

11 | Labeling / MapxupoBka According to ND / B coorBerctBuu ¢ HJ{

12 | Storage conditions / At temperature below 25 °C. / IIpu remneparype He e 25 °C.

Xpanenne
13 | Shelf life / Cpox roanocta 3 years / 3 roga

*Test is performed periodically with the interval of I from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / Ilpogodumea npousgooumenem npi gelnycke nepuooutecky. s
Kkaicooil 20-oii cepuu umu we menee 1 pasa 6 200. llokazsamens mosicem bvime He exnoden ¢ Cepmuguxam

anan3a gupmel.

Remarks : The Product confirms to ND/
Mpumeuanue: TIpoaykr coorsercTByeT TpeOoBaHmsM HJT

Conclusion : APPROVED /
3akmouemme: QJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

B2303498
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