Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Allerway film-coaled tablets 5 mg
Ipoaykt: Anneproii rabneriu, NOKPLITLIE NAeHOUHON 00010UKOH, 5 MT

Batch No / - C2301310 | Batch Quantity / 1040300 tab /

Cepnsa Ne ObbeM cepun 1040300 tab

Analytical Report No / : 890001646284 Date of Analysis / : 22/02/2023 -
AHnanutuueckuii otyet Ne Jata aHanuza

Date of Manufacture / 0 01/2023 Date of Expiry / 12/2025 n
Jlata npousBoncTBa I'open no

Analysis performed according ND: / Auaans nposenen no HI;: JITI-004008-200820 (amend Ne | from 20.01.2022/

u3m. Ne | ot 20.01.2022

No Test / lokazaTens

Result / PesyabTaThl

Page1of4/Crp. 1 n34 _
Specification / Hopma |

1 | Description / Onucanue

(3]

Identification.
Levocetirizine/
HoaanuHocTh.
Jlepouerupusun

3 | Average weight /
Cpennsist macca

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OBasbtbie
JIROAKOBLIMYKALIE TABAETIKH,
[TOKPBITbIE MIEHOUHOH 000I0UKOH
6en0ro 1BeTa, C OAHOI CTOPOHbI
rnaakue, Ha Apyrol cTopoHe
rpasuposka «R 5». Ha nonepeurom

| paspese AUpo oenoro uBera.

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHUSM

Oval, biconvex, white to off-white film-
coated tablets, plain on one side and with "R
5" debossed on the other side. White to off-
white core on a cross section. / OBanbHble
JBOAKOBLINYIKALIE  TAONETKH,  MOKPLITLIC
MJeHOYHOM 000NoUKOH OelOro WaM 1ouTH
Oenoro 1iBeTa, ¢ OHOH CTOPOHbI FNagKue, Ha
Jpyroil cTopone rpasupoBka «R 5». Ha
NonepeyvyHoM paspese sapo oT 6es1oro 1o
1ouru OGelloro uBeTa.

The retention time of the main peak inthe |
chromatogram of test solution should [
comply with the retention time of the main
peak in the chromatogram ot levocetirizine
dihydrochloride reference standard solution
(section "Assay"). / Bpemsa yaepokiBatiis
OCHOBHOTO NMHKA HA XPOMATOIPAMME
HCMBITYEMOro PacTBOPA NONKHO

| cooTBeTCTBOBATL BpEMEHN YAEPKHBAHIIS
OCHOBHOIO NHKA Ha XPOMATOr paMme
pacTBopa cTaHAapTHOrO 00pa3La
JCBOUCTHPH3MHA AHTIIAPOXIIOpHAA (Pa3ei
«KonnuectseHHoe onpeneneHmen).

132.66 mg / 132.66 mr

133.2
133.2

Sme+4%(127.92 10 138.58 mg)/
SMr+4 % (or 127.92 a0 138.58 mr) |

Remarks : The Product contirms to ND/
IMpumeuanue: [Ipoaykr coorsetcTByYeT Tpedosaruam HJI

i)

_Prep;red by /
INoarorosneno:

Conclusion : APPROVED /
Jaxkmouenne: OJOBPEHO

Checked by /

[IpoBepeHo: fg )

Date /
| Jara:

Approved by: Manager/[xecutive /
Onobpeno: Mee tkep / Pykosourre,

Q?c:i_c?/(_dj) Q%L: '(L*‘-’—""*’-ﬂ%

Hme/ 7/0{/07.:"/’14
lara:

Date /
Jlara: 2\{;__@3,_’7/DZS~
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Dr.Reddy’s ‘,’0‘

Product :_Allerway film-coated tablets 5 mg

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

ITpoayKT: Anneppait TabneTku, MOKPLITHIE MNeHouHoi obonoukoit, S Mr

Batch No / 1 C2301310 Batch Quantity / 1040300 tab /
Cepus Ne Ob6beM cepuu 1040300 Tab
Analytical Report No / : 890001646284 Date of Analysis / : 22/02/2023
AHanATHYECKNH oTyeT No Jara anannza

Date of Manufacture / : 01/2023 Date of Expiry / 12/2025
Jlata npousBoycrea ["onen no

Analysis performed according ND: / Anasiu3 npoeaen no HJ/L: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /

u3m. Ne 1 o1 20.01.2022)

4 | Disintegration /
Pacnagaemoctn

Page2 of 4/ Ctp. 2 3 4

5 | Dissolution / PacTBopenue

6 | Related Substances / IToctroponHue nipumecn

Impurity A / [lpumech A

Impurity B/ Tlpumecs B

Impurity C / [pumecs C

hmputity D/ TIpumecs D

Impurity E / [Tpumecs E

Not detected / e obHapyskeHa

|Less than LOQ (LOQ: 0.008%) Huxke

npeaena KoJuiecTBEHHOro
onpenenerns (IKO : 0,008%)

Not detected / He 0OHapy)KeHa

|Not detected / ne 00Hapy’KeHa

Less than LOQ (LOQ: 0.023%) Huoke
npeaena KoMuecTBeHHOTO
onpeaenenns (INKO : 0,023%)

mpurity F /TTpumecsk F

RCT-3

Impurity RCT-3 / Tlpumecs

Below LOD (LOD :0.014 %) / Huxe
npeaena ooHapyxkenus (10 :0.014%)

0.07% /0,07%

03 min /03 My o Not more than 15 min /
He Gonee 15 mun
Unit-1/ Ta6.-1 96% Not less than 80 % (Q) of label claim of
. ——i——a—— Cy1H»5CIN,O5-2HCI (levocetirizine
0,
Sy s | o dihydrochloride) in 20 min. / He mcnee 80 %
Unit-3 / Tadn.-3 95% (Q)  OT  HOMWHANBHOrO  COsEepXKaHWA
: 21 H»:C 2HCI
Unitd / Tabn.4 98% Ca ,,Q|N203 (neBoueTHpU3UHA
I AUCuApoxnopua) uepes 20 MUH.
Unit-5/ Tabn.-5 96%
| Unit-6/ Ta611.-6 99%

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 0,1 %

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 6onee 0,30 %

"Remarks : The Product confirms to ND/
Npumeuanne: [poaykt cootBeTcTRYET TpeGoBanam HJI

Conclusion : APPROVED /
Jakmouenue: OJIOBPEHO

Prepared by /

ﬂo,'lrommmno:W

Checked by /

[MpoBepeno: C\l D)

Approved by: Manager/Executive /
()th‘-i‘l_gmllli Mene uiep / Pyropoidnes

Date /
Jara:

04 -02- L0283

Date /

QMO0 WP 2
Jlara:

2 cool) P2 e
Date/ 2L G002 2023 .
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTHM3A

Product : Allerway film-coated tablets 5 mg
[TpoaykT: Anneppail TabneTkK, NOKPLITLIC MACIOUHOI 000JI04KOM, 5 M

Batch No / - C2301310 Batch Quantity / : 1040300 tab / -

Cepus Ne Obbem cepuu 1040300 tab

Analytical Report No/  : 890001646284 Date of Analysis / : 22/02/2023 o
AHanutuyecknii otyet No Jara ananuza

Date of Manufacture/  : 01/2023 Date of Expiry / 11272025

Hata npousBoacTsa ["onen no

Analysis performed according ND: / Anaans nposeaen no HJI: JII-004008-200820 (amend Ne 1 from 20.01.2022 /
u3Mm. Ne 1 or 20.01.2022)

3 ) Page 3 of 4/ Crp. 3 uz 4
Any individual unidentified Not more than 0.2 % / He Gonee 0,2 %
impurity / JTtoGas eaunuyHast
HEUAEHTHDULIMPOBAHHAS

BDL / perucrtpauun

npumech
Total impurities / 0.1% /0.1% Not more than 1.5 % / He 6onee 1,5 %
Cymma npumecei

7 | Chiral purity / Xupaasnast | Less than LOQ (LOQ: 0.0425%) S-isomer - not more than 1.5 %
YHCTOTA Huske npezena KonmyecTBEHHOT O S-n3omep - He Honee 1,5 %

onpesneneHus (FNKO : 0,0425%)

8 | Loss on drying / Iloreps B V7% 7 1.7% | Not more than 6.0 % / He Gonee 6,0 %

Macce IIPH BLICYLIIIBANIN I
9 | Microbial enumeration tests* /.WIKPOGll().ﬂOI‘l'l‘leCK‘aﬂ uncrora®*

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

Count / Obuiee yucno Menee 10KOE/r He Gonee 1000 KOE/r

a’pobIIbIX MUKPOOPraHU3MOB |

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

moulds count / Obuiee uncio Menee 10 KOE/r He 6onee 100 KOE/r

APOMOKEBBIX W MACCHEBBIX

rpuboB

c) Escherichia Coli S Absentin ! gram/ | Shall be absent in | gram /

Orevrersyers 1 r OtcytetBe B 1 1

10 | Uniformity of_(l(;sage units / 2.6/2.6 The acceptance value (AV) should be less

OruopoaHocTh 103UpOBaHHNSI than orequal to 15.0 / TTpuemounoe 3nauenie

[ (AV) nomxHo 0b1TL He Oonee 15,0. |

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipnmeuanne: Npoaykr coorsercisyet Tpedosaniam |11 3axmouenne: OJOBPEHO

Prepared by / 2, QQP Checked by / Approved by: Manager/Executive /
[Moxrorosneno: ~4 J-V/Q Iposepeno: M) Onoopeno: Menelrep / PYROBOANTEIL

! e Koo flecdrey
Date / %’OZ*ZM Date / Dl oy 2 Date / (LL-(/ 0220232,

Jara: | Mara: Jata:




@
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

[TpoaykT: Annepsoaii TabneTkH, NOKPLIThIC MIeHOUHOH 000N0UKOH, 5 MT

Batch No / - C2301310 Batch Quantity / 1040300 tab /

Cepus Ne Obbem cepun 1040300 Tad

Analytical Report No / - 890001646284 Date of Analysis / : 22/02/2023 — |
Ananutuueckuii oruer No Jata ananuza

Date of Manufacture / : 01/2023 Date of Expiry / . 12/2025 -
Jlara nponssoacTea [onen no

Analysis performed according ND: / Ananns nposegen no HJI: JITT-004008-200820 (amend Ne 1 from 20.01.2022/ |

n3m. Ne 1 or 20.01.2022)

11 | Assay / KonuuecTBeHnHoe
onpejeJjienue
12 | Packaging / Ynakoska

13 Labeling / MapkupoBxa
1
14 | Storage conditions /

Xpanenue

15 | Shelf life / CBOK roJAHOCTH

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

Page40f4/Crp. 4 n3 4

4.99 mg/ 4,99 mr

4.75 mg to 5.25 mg of CyHasCIN,O3-2HCI
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr po 5,25 mr CyH>5CIN>O5-2HC)

10 tablets in  (PA/AI/PVC)
foil/aluminum foil blister. 3 blister
and a patient information leaflet in a
carton pack. / llo 10 tabnerox B
omncrep w3 (ITA/AJI/IIBX) doabru /
antoMHHHEBOU (ponsru. Ilo
3 oaucrepy C©  WUCTpyKuMeH 1o
MPUMEHEIIO B NAYKY KApTOIIYIO.

According to ND / B coorserctsnn ¢ HJ|

At temperature below 25 °C. / [Ipu temneparype He Bbitie 25 °C.

| kKaproHtiyto.
l

(neBoueTHPU3HHA JHUTHAPOXIOPH]) B
TabneTke.
7 or 10 tablets in (PA/AI/PVC) ]

2

L

foil/aluminum foil blister. 1, 2 or 3 blisters
and a patient information leaflet in a carton
pack. / TTo 7 unu 10 tadnetok B 6Gnuctep n3

(ITA/AJYTIBX)  doabru /  aniomunuesoli
onvru. Ilo 1, 2 wuan 3 Guwmciepa ¢
WHCTPYKUHEH NO NpHMCHEHHIO B NAUKy

3 years /3 ropa

least | time per year). The indicator may not be included in the firm's certificate of analysis. / * Hpn BbInycke

JEKAPCTBEHNOIO NPCnapaTa KourpoJb KauyecTBa 10 NoKasaresto IpoOBOANTCH C ITHTEPBAJJIOM OAHO
ncnbiTanue Ha 10 cepnﬁ, 1110 O1NH pa3 B Ioll, B 3aBHCIIMOCTH OT TOI'0, 4YTO HACTYNIIIT palblue.

Remarks : The Product contirms to ND/
Npuseuanue: [poaAykT coorBeTcTBYET TpedoBanuam HJT

Prepared by /
[loarorosacho:

G

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

"Checked by /
[Tposepeno:

Approved by: Manager/Executive /
Opodpeno: Menekep / PyRoBo e

2l Ap) Q-j,-,—mf l ocel

Date /

lara:

Date /
___j. 111'['£

MO 2201

D1
ﬂjiel/ 0 - 21023




