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CERTIFICATE OF ANALYSIS

CEPTHU®OHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

[1poaykT: Annepsaii TabNeTKH, NOKPLITHIC TICHOY

nol obonoukoil, 5 Mr

| Analysis performed according ND: / Ananu3 nposeien no HJL: JITT-004008-200820

Batch No / : C2109000 Batch Quantity / : 1040300 tab/

| Cepus Ne O6bemM cepHH 1040300 Ta6 e
Analytical Report No / : 890001537373 Date of Analysis / : 31/07/2021
AnanutHuecknii oruer Ne Jlata aHa)l3a - -
Dale of Manufacture / : 07/2021 Date of Expiry / ¢ 06/2023
Jlara npou3BoACcTBA Ilopen no - -

Page 1 of 4/ Crp. 1 n3 4

“Ne Test / IToxa3zaTesnb

Result / PesynabTaThl

Specification / Hopma

1 | Description / Onucanue Oval,

biconvex, white film-coatcd

tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OBanbHble
JIBOSIKOBbINYKJIbIE TAONETKH,
NOKPLITBIE TJIEHOUHOH 060I0UKOH
6enoro nBeTa, ¢ OAHOH CTOPOHBI
rnajkue, Ha npyrod cTopoHe
rpaBupoBka «R 5». Ha nonepe4Hom
paspcac a4po 6€0ro UBEeTa,

Oval, biconvex, white to off-white film-
coated tablets, plain on onie side and with "R
5" debossed on the other side. White to off-
white core on a cross section. / OBanbHbie
JIBOSIKOBBINYKJIbIE  TabNETKH, [IOKPLITbIC
mJeHouHoii 0007104kl 6ENoTO UK TOoUTH
Genoro 1BETa, ¢ OJHON CTOPOILI TNAAKHE,
Ha pyro# cropotie rpapuposka «R 5». Ha
momepedHoM paspese sapo ot Genoro 1o
nauti HENOTO 11BETA,

Identification.
Levocetirizine/
HoaIMHHOCTD.
JleBouneTHpU3NH

Complies as prescribed /

COOTBCTCTByeT Tpe60BaHH$lM

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 levocetirizine
dihydrochloride reference standard solution
(section "Assay"). / Bpems ynepxupanus
OCHOBHOTO THMKa Ha Xpomarorpamme
UCIIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMCHH YAEPKHBAHMSI
OCHOBHOTO THKa Ha Xxpomarorpamme
pacTsopa CTaH/1apTHOTO obpazua
NEBOLETMPU3KHA ANTHAPOXJIOPHAA (pa3aen
«KonuuecTBeHHOE ONpE/eNeHHEN ).

Average vmght /
Cpennsisi macea

134.11 mg/ 134,11 mr

133.25 mg £ 4 % (127.92 to 138.58 mg)/—
133,25 mr + 4 % (ot 127,92 10 138,58 mr)

Disintegration /
PacnagaeMocThb

8 min/8 MuH

Not more than 15 min/
He Gosiee 15 muH

Remarks : TI? Product confirms to ND/

ITpumeuannc: [[poayKT COOTBETCTRYC] tpebosarnsm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

=2
C-?”L’

Prepared by / 2
[ToaroToBAeHO: C%/C"

Checked by /
[TposepeHo:

Vg,

Approved by: Manager

OnofpeHo: Menejikep
Piensd Ra~i Reatef

Date / 2}(@7%

JlaTta:

Date /
JlaTa:

2| -03 -2

Date /
JlaTa:

2400202
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

“Product : Alle_rway film-coated tablets 5 mg
ITpoaykTt: Anepaii TabNETKH, NOKPBIThIE ILIIEHOUHON 000NOYKOH, 5 MI'

Batch No/ : C2109000 Batch Quantity / : 1040300 tab /

Cepus Ne O0Bem cepun 1040300 Tab -
Analytical Report No / : 890001537373 Date of Analysis / 0 31/07/2021

AHamatrueckur ntuet No - JlaTta ananusa |
Date of Manufacture / : 0772021 Date of Expiry / 1 06/2023

JlaTa npon3BOJCTBa T'onen no

Analysis performed according ND: / Anann3 nmeneﬂ no HJI: JI[1-004008-200820

Page 2 of 4/ Crp. 2 u3 4

5 | Dissolution / PacTBopeHnue

Unit-1/Ta6a.-1 98%
Unit-2 / Ta6n.-2 99%
Unit-3 / Ta61n.-3 99%
Unit-4 /Tabn-4 |  96%
Unit-5 / Tabun.-5 98%
Unit-6 / Ta61.-6 99%

Not less than 80 % (Q) of label claim of
C21H25CIN,0O5-2HCI (levocetirizine

| dihydrochloride) in 20 min. / He menee

80 % (Q) OT HOMHMHAILHOrO COAEPKAHWs
C2/H25CIN,O3-2HCI (1leBoLETHPU3MHA
auruapoxnopun) yepes 20 MuH.

6 | Related Substances / IlocToponnue npuMecu

Impurity A / Tlpumecs A

Not detected / ne obHapyxena

Impurity B / Ilpumecs B

0.03% /0,03%

Impurity C / Ilpumecs C

Impurity D / Ilpumecs D

Not detected / He oOHapyxeHa

Less than LOQ (LOQ: 0.004%)Hwxe
npejena Konu4ecTBEHHOFO
onpenenenus (I1IKO : 0,004%)

Impurity E / Ilpumecs E

0.03 % /0,03%

Impurity F /Tlpumecs F

Not detected / e obHapyxeHa

RCT-3

Impurity RCT-3 / Ilpumech

0.10% /0,10%

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.30 % / He 6osee 0,30 % |

Remarks : The Product confirms to ND/
Tpumeuanne: [1poaykt cootBeTcTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / (//0‘953_,(;’ Checked by / /_\] b) Approved by: Manager
Moarotosneno: ) &~ [1posepeno: L /—}\}LLL_U, Oa06peno: Menegxep o
Date / N — Date / P Date/ :—O

JlaTta: g, 0} % JlaTa: gl (Oq—/w ) Jara: 8\ 7# LOL'
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CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A

“Product ; Allerway film-coated tablets 5 mg
Tlpopykr: AnsiepBoli TabNeTKH, NOKPBITHIE MIEHOUHOH 060104KOH, 5 MT

Batch No / : C2109000 Batch Quantity / : 1040300 tab /

Cepust Ne O6bem cepuu 1040300 tab
" Analytical Report No / : 890001537373 Date of Analysis / : 31/07/2021

AHanuTHueckHii otueT Ne JlaTa anainnsa

Date of Manufacture / : 07/2021 Datc of Expiry / : 06/2023
Jlata 1poH3BOJCTBA lopen go

| Analysis performed according ND: / Anann3 nposeaen no H/I: JITI-004008-200820

Page3 of4/Crp.3 w34

Any individual unidentified |.
mpunity 1l o0 CRUHYYHa BDL / peructpauuu Not more than 0.2 % / He 6onee 0,2 %
HeUIeHTH UM POBAHHAS
npaMech
Total impurities / 0.2%/0,2% Not more than 1.5 % / He Gonee 1,5 % |
CymMma npumeceit
7 | Chiral purity /)_(npanbﬂaﬂ ‘Not detected / He 06HapysxeHa S-isomer - not more than 1.5 %
YHCTOTA S-nsomep - He Gonee 1,5 %
8 | Loss on drying / Iloteps B 1.5% /7 1,5% | Not more than 6.0 % / He 6onee 6,0 %
Macce NMpH BHICYITHBAHUN
9 | Microbial enumeration tests / Mukpo6uonoruieckas 4ncTora - o
 a) Total Aerobic Microbial Less than 10 CFU/g / | Not more than 1000 CFU/g /
Count / ObLuee uncio Meunee 10KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPTraHM3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 100 CFU/g /
moulds count / Ob1uee uncio Menee 10 KOE/T He 6onee 100 KOE/r
JIPOOKEBBIX U TLIECHEBBIX
rpuboB
c) Escherichia Coli Absent in | gram/ Shell be absent in 1 gram /
OtcyrcTBYEeTB I T OrcyrcTBre B 1 1
10 Uﬁformity of dosage units / T 3.1/3.1 The acceptance value (AV) should be less
OAHOPOAHOCTD 103HPOBAHHUS than or equal to 15.0 / IlpuemouHoe
3HaueHue (AV) poaxHo ObiTh He Oonee
15,0.
11 | Assay / KoanuecTBeHHOE 4.95 mg/4.95 mr 4.75 mg to 5.25 mg of C21HasCIN,O3-2HCI
onpejesenne (levocetirizine dihydrochloride) per tablet. /
Ot1 4,75 mr 10 5,25 mr CyH1sCIN2O5-2HCI
(neBoUeTUPU3MHA  AWTMAPOXIOpPUA) B
Tabnerke.

Remark:Thg Product confirms to ND/

I pumeuanue: poaykT cooteTcTBYET TpedosaHisiv HJE
Al
S

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by /

)

e
[ToaroToBneHo: {%/

Checked by /

[Mposepetio: L/j@ L-_J:L%h,/

Approved by: Manager

O.mﬁ;%emkep @ JL-Q@‘M

Date/
Jlara:

T 210320

Date /
Jarta:

21—07 202
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHMBA

| Product : Allerway film-coated tablets 5 mg
[Iposykt: Amiepssii TabieTin, NOKPLIThie NICHOUHOH 0007104Koi, 5 MI

‘Batch No / - C2109000 Batch Quantity / - 1040300 tab /
Cepus Ne | Obnem cepun 1040300 T1ab
- Analytical Report No / . 890001537373 Date of Analysis / : 31/07/2021
AHannTHYCCKHH OTHET Ne Jlara aHanuza
Date of Manufacture / : 07/2021 Date of Expiry / ¢ 06/2023
Jara nponssojcrea lNoaen 1o

Analysis performed according_Ni / Ananns nposegen no HJL: JITI-004008-200820

Page 4 of 4/ Crp. 4 3 4

Packaging / Ynakoska

(12

10 tablets in (PA/AL/PVC)
foil/aluminum foil blister. 3 blistets and
a patient information leaflet in a carton
pack. / ITo 10 Tabnerox B bauctep u3
(IMA/AJINIBX) donbru /
amomuHuesoil gponbri. ITo 3 GamcTepa
C MHCIpYKIHeH 1o INPUMEHEHHIO B
nayKy KapTOHHYIO.

7 or 10 tablets in (PA/AI/PVC)
(oil/aluminum foil blister. 1, 2 or 3 blisters
and a patient information leaflet in a carton
pack. / Tlo 7 nau 10 Tabnerok B Gumerep ns
(TIA/AJITIBX) donprn / anomMuHueBoH
domeru. Tlo 1, 2 nmnm 3 O6aucrepa ¢
MHCTPYKIlEH N0 NPHMEHEHUIO B Mauky
KapTOHHY!O.

13 | Labeling / Mapkuponka

According to ND / B cootrercTrun ¢ HJI

| Storage conditions /
XpaHeHne

14

At temperature below 25 °C. / Ilpu Temnepartype He Bbilie 25 °C.

15 | Shelf life / Cpox ro/iHoCTH

2 years /2 rona

Remarks : The Product confirms to ND/
Tpumeuanue: [TpoayKT COOTRETCTBYET TPEOOBAHHUAM H

Conclusion : APPR(;VED/
Jaxmwuenne: OJOBPEHO
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Checked by /

Tposepeno: [/\[:)ku@,
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Approved by: Manager
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