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uam. Ne 1 ot 20.01.2022)

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIH3A

Product : Allerway film-coated tablets 5 mg
HpoaykT: Aniiepsdii Ta0AeTKH, NOKPLITLIC 11IENOYHOH 000104KOH, § MT

Ne Test / Iokaszarean

Result / PeynbTaTh!

1 | Description / Onncanne

2 | Identification.
Levocetirizine/
MMoaANHHHOCTD.
Jlegonernpusznu

3 | Average weight / :

|

Cpennsisi macca

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
Cute ol d CLoss seclivi, / OBasnbHbIC
NBOSKOBBLIMYKbIE TAONETKH,
MOKPbIThIE TJIEHOUYHON 000J104KOH
6esoro 1BeTa, ¢ 0/(HOH CTOPOHbI
rnajikue, Ha Apyroii ctopoHe
rpasuposka «R 5». Ha nonepeunom
paspese apo 6enoro useta.

Complics as prescribed /
CooTBeTcTBYET TpeOOBaAHUAM

131.87 mg /131,87 mr

Batch No / - C2303719 Batch Quantity / 1040300 tab /

Cepus Ne Obbem cepun 1040300 Tad

Analytical Report No / : 890001658027 Date of Analysis / 18/04/2023 - R
AHanUTHUYECKHI oTueT No JaTa aHanuza

Date of Manufacture / : 0372023 Date of Expiry / . 0272026 R

JlaTta npou3BoacTBa T'onen no

Analysis performed according ND: / Ananun3 HBOBEIIQH no HJI: JIT1-004008-200820 (amend Ne 1 from 20.01.2022/

Page1of4/Cip. 1 n3 4
Specification / Hopma

Oval, biconvex, white to oft-white film-

coated tablets, plain on one side and with "R
5" debossed on the other side. White to off-
wlite core on a cross section. / OsaibHbie
ABOSKOBBINYKIbIC — TabMAETKM,  NOKPbITbIE
nneHo4Hoil obonoukoil 0eNOro WK nouvTH
0enoro UBeTa, ¢ OIHON CTOPOHbI TNaAKKE, Ha
Apyroii ctopoHe rpaBupoBka «R 5». Ha
nornepeyHoM paspese s4po OT Oenoro ao
noyTH 6es0ro uBera.

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 yaepxxupanuns
OCHOBHOTO TTHKA HA XpOMaTorpamMmme
HCILITYEMOTO pacTBOpa A0MHKHO
COOTBETCTBOBATb BPEMEHH YAEPXKUBaHUA
OCHOBHOTO KA Ha XpoMaTorpamMme
pacTBOpa CTaHAapTHOro odpasua
AEBOLIETHPH3MHA IHTHAPOXJOPHAA (pa3aen
«KonuecTBeHHOE OnNpeeieHien).

13325 mg+4 % (127.9210 138.58 mg) /

133.25 Mr+4 % (o1 127.92 no 138.58 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: [1poaykT coorBeTcTBYET TpeOoBaHusM HJI

Conclusion : APPROVED /
Sakmouenune: OJJOBPEHO

Prepared by / = o ()F, Checked by / Approved by: Manager/Executive /
ano- 2 2 = . . . e
Iloarorosneno: ‘-;*30/"/ [Iposepeto: @—- Ono6peHo: Meneakep / PykoBoanTens >
f,)lf,ﬁ/ |Qr04-200.3 Rate/ (9-04~2023 E‘“‘Z ! L0-04 xoa)
ara: lara: ara:
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Product : Allerway film-coated tablets 5 mg
Ipoaykr: Annepsail TabaeTku, NOKPLITLHIE MACHOUHON 000A0UKOI, 5 MI

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Jlata npon3BoacTBa

u3m. Ne 1 o1 20.01.2022)

Batch No / - C2303719 Batch Quantity / 1040300 tab /
Cepns Ne Ob6bem cepun 1040300 Tab
Analytical Report No / : 890001658027 ' Date of Analysis / 18/04/2023
AHanutHudeckni otuet Ne | Hara aHanu3a

Date of Manufacture / 1 03/2023 | Date of Expiry / : 02/2026

["'opneH no

Analysis performed according ND: / Ananns nposeaeH no HJI: JIT1-004008-200820 (amend Ne 1 from 20.01.2022/

I 4 | Disintegration /
| Pacnapaemoctn

Page 2 of 4/ Crp. 2 u3 4

5 | Dissolution /_PaCTBopeHue

Impurity A/ Ilpumecsh A

Impurity B / Tlpumecs B

Impurity C / [lpumecs C

Impurity D / pumecs D

Impurity E / Ilpumecs E

Impurity F / Tlpumecs F

RCT-3

Impurity RCT-3 / [lpumech

6 ; Related Substances / TloctopoHnue nipnmecu

Not detected / He oOHapyceHa

0.02% /0,02%

Not detected / He oOHapysxeHa

Less than LOQ (LOQ: 0.004%) Huxe
npejena KoJIMUeCTBEHHOTO
onpeaenerus (IKO : 0,004%)

0.04% /0,04%

Below LOD (LOD :0.014 %)/ Huxe
npenena ooHapyxenisa (110 :0.014%)

0.07% /0.07%

08 min / 08 mun | Not more than 15 min /
He 6onee 15 MuH

Unit-1/Tabn.-1 93% Not less than 80 % (Q) of label claim of

L 2 ) 1 C11H25CIN2 O3+ 2HCI (levocetirizine

- i) 0
S St 2 ik | dihydrochloride) in 20 min, / He menee 80 %
Unit-3 / Tabn.-3 87% (Q) oT  HOMHHaNbLHOTO colleprKaHmst
Unitd / Tagn.4 98% Cz.HzﬁlNzO;QHCI (nieBoueTHpU3MHA
L AUTHAPOXNOpHA) uepes 20 MUH.

Unit-5/ Tabn.-5 98%
Unit-6/Tabn-6 | 95%

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

"Not more than 0.4 % / He 6osnee 0,4 % '
:"Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He bonee 0,4 %

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

Not more than 0.30 % / He 6onee 0,30 %

Remarks : The Product confirms to ND/
IMpumeuanne: TpoaykT cooTBeTCTBYET TpeboratmsM H /|

Conclusion : APPROVED /
Jaxmouenne: OJObPEHO

bV
Prepared by / C ) Q‘[JE)'}Checked by / Approved by: Manager/Executive /
IloaroToBeHo: {;ff’f;/ [Tposepeno: @- Onob6peno: Menemxep / PykoBoanTens >
Date / Date / 5 | Date/
04~ DolB ~20L Foy -
Jlara: 1 QoG- 22 e (9 0Yr202LY Jlara: LA -6y ~%09]




Product :TMlerway film-coated tablets 5 mg

Qe
Dr.Reddy’s ‘,‘o

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

[poayxT: Annepaii TabieTKIl, NOKPbIThie NACHOYHOH 000104KOH, 5 MT

Batch No/

Cepust Ne

Analytical Report No /

AHanuTnyeckuii otTueT No

- €C2303719

: 890001658027

Batch Quantity /
O6bem cepun

1040300 tab /
1040300 Tab

Date of Analysis /
JlaTta ananusa

Date of Manufacture /

JlaTa npousBo/icTBa

Analysis performed according ND: / Anaans nposegen no HJI: JI[1-004008-200820 (amend Ne 1 from 20.01.2022 /

: 03/2023

["omen no

u3m. Ne | or 20.01.2022)

. %

Date of Expiry /

18/04/2023

022026

individual unidentified
impurity / Jliobas eamunyHas
HenaeHTHUUMpoBatiHas
NpUMech

Page3of4/Crp. 3 uz 4

BDL / perncrpauuu

Total impurities /

- Cymma npumecei

7 | Chiral purity / Xupanbnasn
YUCTOTA

8 | Loss on drying / IloTeps B
Macce NPH BLICYINBALIHH

9

Microbial enumeration tests* / MuxpoGiojiornueckas aacrora~

a) Total Aerobic Microbial
Count / Obwwee ymncio
a’pOOHBLIX MUKPOOPTaHU3MOB

b) Total Combined Yeast and
moulds count / Ofuiiee uncno
JPOXIKEBBIX U MICCHEBbIX
rpubos

¢) Escherichia Coli

0.1%/0,1%

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

Not more than 1.5 % / He 6onee 1,5 %

Less than LOQ (LOQ: 0.0425%)
Huke npenena KoMYecTBEHHOMO
onpeaeneHus (IKO : 0,0425%)

2.8%/2,8%

S-isomer - not more than 1.5 %
S-uzomep - He donee 1,5 %

| Not more than 6.0 % / He Gonee 6,0 %

Less than 10 CFU/g/
Menee |0KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

i

|

Less than 10 CFU/g/
Menee 10 KOE/r

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

Absentin 1 gram/
OtcytctByeTB 1 T

Shall be absent in 1 gram /
OrtcytctBre B | 1

“Remarks : The Product confirms to ND/
Hpumevanne: TTpouykr coorgercrsyer Tpedosanusm HJ

[

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

Approved by: Manager/Executive /

2} Checked by /
2 y
IToarotosneno: %“/z’/”/ IlpoBepeHo: :‘/1 Onotpeno: Menemxep / PykosoanTtens 3
Date / Date / . Date /
| Q92275 02 o -
Jara: q Jlara: (?le =< Jara: BHG] S0 S




Dr.Reddy’s Q%¢

CERTIFICATE OF ANALYSI

S

CEPTUDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[Mpoaykr: Aneppaii TabaeTKI, MOKPLITHIE NISHOUYHON 000M0UKOH, 5 MT

JHata nponzsoactaa

Batch No/ : C2303719 Batch Quantity / 1040300 tab /

Cepus Ne Obbem cepum 1040300 Tab

Analytical Report No / : 890001658027 Date of Analysis / 18/04/2023 o
AnanuTHuecknii otTyeT Ne Jata aHanuza

Date of Manufacture / 1 03/2023 Date of Expiry / : 0272026 -

Iopen no

u3mM. Ne 1 ot 20.01.2022)

Analysis performed according ND: / Anaans nposeuen no HJI: JITI-004008-200820 (amend Ne 1 from 20.012022/ |

Paged of 4/ Crp. 4 nz 4

10 | Uniformity of dosage units / 5.7/2,7 The acceptance value (AV) should be less
OaHopoaHoceTh jo3npoBanust than or equal to 15.0 / [TpuemouHoe 3HaueHne
(AV) nomxkHo ObIThL He Gonee 15,0,
11 | Assay / Konnuecrpennoe 5.00 mg/ 5,00 mr 4.75 mg to 5.25 mg of C1H»sCIN,O-2HCI
onpenesenue (levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr po 5.25 mr C3H2:CIN,O5-2HCI
(neBoueTHPH3HHA  AWFMApPOXJOpHA) B
TadneTKe.
= - _ |
12 | Packaging / YnakoBka 10 tablets in (PA/AVPVC) |7  or 10 tablets in  (PA/AI/PVC)
foil/aluminum foil blister. 3 blister | foil/aluminum foil blister. 1. 2 or 3 blisters
. and a patient information leaflet in a | and a patient information leaflet in a carton
: carton pack. / Ilo 10 Tabnerok B [ pack./Ilo 7 unn 10 Tabnetok B 6nucrep u3
i osuctep uz (ITA/AJI/TIBX) donbru /| (ITA/AJ/TIBX)  ¢onbru /  anioMuhneBoit
antOMUHHEBOH ¢oabru. llo | ponbrn. llo 1, 2 wunu 3 Oaucrepa ¢
36nMcTepy € UHCTpYKLUMeH NO | MHCTpYKUMEH 1O TPUMEHEHUIO B Nauky
NPUMEHEHUIO B NAYKY KAPTOHHYHO. KapTOHHY!O.
I |
13 | Labeling / MapxupoBka According to ND / B coorsercTBnu ¢ HJJ
14 | Storage conditions / At temperature below 25 °C. / [1pu Temneparype He Boiine 25 °C,
Xpanenue
15 | Shelf life / Cpox roanoctn 3 years /3 ropa R

* Itis carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at

least 1 time per year). The indicator may not be included in the firm’'s certificate of analysis. / * [Tpn Bbinycke

JEKAPCTBCHHOTO NPeNnapaTa KOHTPOJb Ka4€CTBA MO NOKA3aTea10 NPOBOAITCSI ¢ HHTEPBaJOM 0AHO

ucnsitanie Ha 10 cepm“l, IVIH OAHH pa3 B IoA, B 3aBHCIIMOCTH OT TOr0, YTO HACTYNINT panbuie.

Remarks : The Product confirms to ND/
IlIpumeuanue: Ilponykt coorBercTByeT TpeGoBanuam HJJ

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

\ -~
Prepared by / ‘p.é’—}” Checked by / Approved by: Manager/Executive /
[ToaroTosaeto: % IposepeHo: Ono6pero: Menemwkep / PykooanTens
Date / Date / Date /
~OAr J2)- 3 ~.0 Dt o
Jlara: ’ 0’ 4 Z Jara: ! C]/DL{ 22 Jlara: RO S SRR




