Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUHIKAT AHAJIM3A

Product : Allerway film-coated tablets 3 mg

[poayKT: AjiiepBoii TaGACTKIL, NOKPbITLIC MICHOYIOIT 0000UKOIL 5 Mr

Batch No / . C2210736 ‘Batch Quantity / 1040300 tab/
Cepust Ne O0bem cepin 1040300 Tab
Analytical Report No / - 890001629652 Date ol Analysis / 30/11/2022
Aranirruuccekiit otuer Ne Jara ananuza

Date of Manufacture / 0 09/2022 Date of Expiry/ 08/2025
Jara npoussojctsa Togen no

M. Ne | o1 20.01.2022)

[ | Test / Hokasartean

1 | Description / Omicanne

2 | Identification.
Levocetirizine/
MoanuunocTn.
Jlepouerupusnn

Analysis performed according ND: / Anamirs nposenen o HJT: JITE-004008-200820 (amend Ne 1 from 20.01.2022/

Result / PezvabTaTs!

Oval. biconvex. white film-coated
tablets, plain on one side and with "R
53" debossed on the other side. White
core on a cross section. / OBanbible
JIBOSIKOBBITYKIBIC TAOACTKI.
| IOKPBITBIC TAICHOYHOH 000J0UKOI]
| GENOTO 1BLTA. ¢ OAHOH CTOPOHbI
THAAKHE, 11a ApYyTroil cTopone
rpasupoBka «R S». Ha nonepeutiom
paspese sapo 6enoro ugeTa.

bpcuhcatlon .’ !!npu.l

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. / OBailblibIC
JIBOSIKOBLINYKABIC  TAOJETKIL  MOKPLITLIC
MACHOUYHOIT ODOJIOUKOIT OCHOIO MM HOUTH
OCIIOIO UBCTA. C OJHON CTOPOHBI FIAAKHE. 112
Apyro# cropotie rpastipogka «R Sy, Tla
MOMCPEHHOM paspes3e sApo oT Oenoro Jo
nouTu Geaoro UBeTa.

Comphes as plescnbcd /
CooteercTByer TpeOOBaHIISIM

‘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"). / Bpemst yiepiknBsanis
OCHOBHOrO  MHKA  HAa  XpOMaTOrpamMme
MCIBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATL BPEMCHI  YACPIKHBAHMS
OCHOBHOrO  MMKa HAa  xpoMarorpamme
pacteopa CTaIapTHOTO obpaslia
JAEBOLETHPH3HHA AHCHApOXJopHAa (pazac
«KosnuecTBeiHOE onpeiencHiey).

3 | Average weight /
Cpeansin macca

133.45mg / 133,45 mr

133.25 mg +4 % (127.92 to 138.58 mg) /
133,25 mr+ 4 % (ot 127,92 no 138,58 mr)

“Remarks : The Product confirms to ND/
Hpumeuanne: [lpoayxr coorsercreyet Tpedosanmam H/I

=

Conclusion : APPROVED /
3axmouenue: QJJOBPEHO

Prepared by / ﬂ/@:-i Checked by / Approved by: Manager/Executive /
Iloarotosneno: (- 7, Tlposepenoy P P Onobdpeno: Meueiep / I’)A\mm MTEs
Date / -12-9072 2| Date/ atg/

14712 >
Jara: “ . Jlara: (e ~12 2022 Jlata: [L{' ~12-1022




Dr.Reddy’s ":‘.

| Product : Allerway [iim-coated tablets 5 mg

CERTIFICATE OF ANALYSIS

CEPTHOHMIKAT AHAJIM3A

Hpoayrt: Alacpsnil TaOJETKH. NOKPBLITLIC TUICHOUIION 0000 KO, 5 MT

‘Batch No/
Cepus Ne

- C2210736

Batch Quantity /
Obbem cepitn

1040300 tab /
1040300 Tad

Ananurnyeckinil otuer Ne

Date of Manufacture /
Iata nponssoacrsa

Analytical Report No/ : 890001629652

092022

Date of Analysis
Hata anannsa

/- - 30/11/2022

Date of Expiry /
r()ilCIl pile)

1 08/2025

Analysis performed according ND: / Auasis IlpOBC}lCl_l no HJT: JITT-004008-200820 (amend Ne 1 from 20.01.2022 /

n3m. Ne | or 20.01.2022)

Page2of4/Crp.2 u3 4

oy Dicintegration /
Pacnanaemocrs

08 min /08 i

I'Nlot more than 13 min/

He Gonee |5 mun

5 Dissolution / PacrBopenie Unit-1/ Tabn.-1 | 99% Not less than 80 % (Q) of label claim of
———— —1— ~ CoH:CINOs-2HC (levocelirizine
D ) 0
ERI SO 100% 1 Jinydrachioride) in 20 min. / He viewee 80 %
Unit-3/ Tadn.-3 97% () o HOMIHAABIOIO  COIEPIKANMS
TR T | F;l,‘]l,svglNg(); 2[]Cl » CIGHOICRIVITRITIR
ANTIAPONTIOPILL) Hepes 20 st

Unit-5/Tadn.-5 101%
Unit-6 / Ta6n.-6 |  100%

6 | Related Substances / ITocToponnue npumecu

[mpurity A / Tpumecs A

Im pU_l-'-i-I}-/‘- B/I Ipumecs B

{mpurity C/ [Tpumecs C

impurity D/ Ttpumecs D

i _lmpL|rity_E7ﬂpn_Me_Cb E

_h_npurity F/ n_pl_’IMCCb F

Impurity RCT-3 / [pumecs
RCT-3

Not detected / ne obHapyxeHa
0.01% /0,01%
Not detected / He oOHapyxkena

Less than LOQ (LOQ: 0.004%)Huike
NPEECsa KOJHUCCTBEHHOIO
onpeacaetus (ITKO : 0,004%)

10.03% /0,03%
‘|Below LOD (LOD = 0.014%) / Huke

npeaena obuapyxenus (I10
=0,014%)

‘Not more than 0.4 % / He Gonee 0.4 %

‘Not more than 0.4 % / He donee 0,4 %

Not more than 0.4 % / He 0onee 0.4 %

Not more than 0.4 % / e donec 0.4 %

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

Not more than 0.4 % / He Gonee 0.4 %

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

Remarks : The Product confirms to ND/
IMpumenanne: TpoaykT cooTBeTcTBYCT TpebonaHusam HJL

Conclusion : APPROVED /
3axtouennie: OJJOBPEHO

Prepared by /
floarorosneuo:

“Checked by /

ﬂposepeuo:(:};'“

(

i~

e

Approved by: Manager/Executive /

Jodpeno: Menekep / Pyropojirren

2 A Lo { \eel Ly

Date /
Jlara:

1471 ) 20) 2]

Date /
Jlara:

lee 12 ~2072

Date /
Jara:




Qe
Dr.Reddy’s €3¢

“Product : Allerway film-coated tablets 5 mg

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

[posyrr: Annepsdii TadNCTKI, MOKPBLITLIC MCHOUYHOH 000I0UKOIT. 5 MT

Batch No/ . C2210736 | Batch Quantity / 1040300 tab /
Cepnist Ne | OObem cepitn 1040300 Tad
Analytical Report No / : 890001629652 | Date of Analysis / - 30/11/2022
AHannTiveckii otuer Ne Jlara anannza

Date of Manufacture/  : 09/2022 || Date of Expiry / 1 08/2025

I_[ZlTZI poH3BO/ICTBA

Analysis performed :lccor_diﬁg ND: / Anaus nponenen o HI: JIM-004008-200820 (an;egd Ne | from 20.01.2022/

13m. Ne 1 o1 20.01.2022)

loqach 10

Anvindividual  unidentified
impurity / JhoOast ennHnunas
HEeHACHTH(PH LM pOBAHHAS
npHMech

Fotal impuritics /
Cynmata npisvecei |

0.06%% 0 06%,

BDL / perncrpatti

0.1% /0.1%

B ) Page3of4/Crp. 3z d
F'NInt more than 0.2 % / He Gosice 02 %

Not more than 1.5 % / He Gonee 1.5 %%
|

7 | Chiral purity / Xnpaiibnasi | Less than LOQ (LOQ: 0.0425%) S-isomer - not more than 1.5 %

YHCTOTA Hibke npesaena KOAHYECTBEHIIOTO S-nzomep - He doutee 1,5 %
onpeneneuus (I1KO : 0,0425%)

8 | Loss on drying / [Toteps B 1.7%/1,7% Not more than 6.0 % / He 6onee 6,0 %
mMacce NPH BbICYUIHBAHHH

9 | Microbial cnumeration tests* /Mulcpot')uonornuzmaﬂ yiueToTa - :
a) lotal Aerobic Microbial Less than 10 CFU/g/ | Not more than 1000 CFU/g / a
Count / Obuiee uncio Menee HOKOE/r He Gonee 1000 KOE/r
a’pOOHBIX MMKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 100 CFU/g /
moulds count / Obuiec yncno Menee 10 KOE/r He donee 100 KOE/r
AOPOJICKEBBIX M MIECHEBBIX
rpudos
¢) Escherichia Coli i Absent in | gram / Shall be absent in | gram /

OrcyterByeT B I 1 OrcyterBre 3 1 r

10 | Uniformity of dosage units / [.4/1.4 The acceptance value (AV) should be less

OaHopoAHOCTH 103NPOBAHHS than orequal to 15.0 / [lpuemounoe 3HaueHue
(AV) nomxuo ObiTh He Bonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanne: [poaykT coorsercTByeT TpedoBaHmsam HJI

)

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
[Toarorosneno:

o€

%’ Checked by /
pz ITposepeno;

Approved by: Manager/Executive /
Onoopeno: Meugaep / Pykosopntein

2 ? fLe oty |

s

Date /
Jlara:

{0 ~(2 ~20002D

SZmve
Date /
Jara: [\p—\2-2022




Qe
Dr.Reddy’s Q;-

Product : Allerway [ilm-coated tablets 5 mg

CERTIFICATE OF ANALYSI

S

CEPTUDUKAT AHATIN3A

[TpoayxT: Ansacpeail TadHCTKIL, HORPLITBIC ILCHOUYHOIT 000I0UKOI, 5 MT

Analysis perf?med ncco;‘ding ND: / Anawgs nposeaen no FHJI: JITT-004008-200820 (amend Ne 1 from 20.01.2022/
H3M.

T

Batch No/ - C2210736 Batch Quantity / 1040300 tab /
Cepus Ne Odbem cepun 1040300 tad
Analytical Report No / - 890001629652 Date of Analysis / : 3071172022
AnanuTtiuecknii otueT No Hara ananuza

Date of Manufacture / 1 09/2022 Date of Expiry / 08/2025
HaTta npotzzoactsa [lonex 1o

Ne 1 o1 20.01.2022)

Assay / Wonrieernenuuoe
onpeaelieiie

S00mg/ 5.00 Mmr

 Pagedofd/Crp.4n34 _
4.75 me to 5.25 mg of CyHusCINLO 211!
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr 1o 5,25 mr C3yHzsCIN-O5 2HCH
(neBoucTHpi3HIa  JHTIPOXJAOPILT) B

radJeTKe.

12 Pncldiging / ¥naxonka 110 tablets mn (PA/A/PVC) [ 7 or 10 tablets i (PAJAIPV() |
foil/aluminum  foil blister. 1 blister | foil/alumimum foil blister. 1, 2 or 3 blisters |
and a patient information leaflet in a | and a patient information leaflet in a carton |
carton pack. / 1lo 10 radnerox B | pack. / Ilo 7 nnn 10 Tabnerox B Guncrep nis3
onncrep w3 (IMA/AJI/IIBX) gonern /| TTA/AJVIIBX)  donbrn /  aniomitiniesoii
anioMHUHNEBOI (ponbru. Ilo | ¢ponbru. Tto 1, 2 wnnm 3 Onncrepa c
| onuctepy ¢ uHCTpykuMeH  no | MHCTpYKUMEH MO I1IpUMEHEHWIO B MAuKy
TIIPHMEHEHHIO B NMAUKY KapTOHHYIO. KapTOHHYIO.

13 | Labeling / MapiupoBka According to ND / B cooteerctaun ¢ HJI

14 | Storage conditions / At temperature below 25 °C./ Ipu TeMnepatype He Beiwe 25 °C,

Xpancnne
15 | Shelf life / Cpox l‘OllI_lOCTll 13 _years_/_ 3 rona o o B

* [tis 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. / * [Tpu Bbitycke

JEKAPCTBCHHOIO ApENnapaTia KOIHTPOJL KatueCTBa 110 NOKA3aTeJa10 NPOBOANTCSI C HHTEPBAJIOM OAHO

nensiTane Ha 10 cepuﬁ, 1111 OITH Pa3 B Io/l, B 3AaBHCHMOCTH OT TOro, “ITO HAaCTYIHT PAHLLIC,

Remarks : The Product confirms to ND/
Ipumeuanne: [1poaykT coorBeTcTBYET TpedoBaHusM HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Qf:Chccked by / Approved by: Manager/Executive /
”011[‘0’]‘()3_”@”0: 04’:’% ”p(”mr’u 3 \/ ()Jlul‘ll.}wwil}ifq-) / }p’v\l,.-lil}i{{ INTCHE
—EF C[d\'" — 2) Qoo Neotheg
Date / 1 )7 p/)2—| Datel ° Date / -
Hara: /9 227 Hara: UL ~(2 ~2e029 | Hara \L(”"'\ L —1022—




