Dr.Reddy'’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product : Allerway film-coated tablets 5 mg - - R
[Tposy kT Az1epBail TAONCTKH, TIOKPBITLIC [ICHOMHOI 0007104KOI, 5 MP -
Batch No / 0 C2211258 Batch Quantity / 1040300 tab /
Cepust Ne O0mbem cepun 1040300 Tad
Analytical Report No / - 890001630130 | Date of Analysis / 30/11/2022 o
Anainritueckinii oruet No | JTata ananmnza
Date of Manufacture / - 09/2022 Date of Expiry / 08/2025
Mara nponssoacrsa | Tonen go

]! Analysis performed according ND: / Ananus nposeaen no HI: JITT-004008-200820 (amend Ne 1 from 20.01.2022 /
| 3 Ne 1ot 20.01.2022

Page Lof4/Cip. 1 usz 4
Specifieation / Hopya

Test ’ Torazarein '

S —

Resu't/ PesyapTaTsl

Description / Onncanne Oval, biconvex, white film-coated Oval. biconvex. white to off-white f{ilm-

tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / ORasibible
JBOSKOBLHTY KILIC TAOICTKIL,
HOKPLITBIC MICHOYHOH 00001KOI]
0enoro 1BETA, ¢ OJHOI CTOPOHDL!
LIQAKIIE, HA JAPYIOU cTopolie
rpaBuposka «R 5». Fa nonepeunom

coated tablets. plain on one side and with "R
5" debossed on the other side. White to off-
white core on a cross section. / OpaabHbie
ABOGROULIIVE WIS TA0ICIRIL  HOKPLITHIC
MICHOUION 000H0UYKOI OCA0ro HIAI HOUT
OCHOTO 1RLTA. ¢ O/U10I CTOPOlIL! TIA/IKIC, Ha
Apyroit cropone ipasnposka «R - 5». Ha
MOMCPEUBOM  pa3pese sUpo OT Oenoro Ao

paspese sppo denore ugera nOUTH BENOTO 1RETA

2 | Identification. Complies as proscrﬁ)ed/ The retention time of the main péak in the

Levocetirizine/ COOTBCTCTBYET TpeQOBAH MM chromatogram of test solution should comply
Houinnnocrs. with the retention time of the main peak in the
JlesoneTnpusin chromatogram of levocetirizine

dihydrochloride reference standard solution
(section "Assav"). / Bpemsi yjgepkuBanms
OCHOBHOTO  MitKa  Ha  XpoMmaTorpamme
MCMBLITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATL BPEMEHH  YAEPKHBAHMS
OCHOBHOrO  MiIka Ha  XpoMarorpamme
pacTpopa CTAHJAPTHOTO oOpazua
JCBOUCTHPH3MHA JUrHApox/aopHaa (pa3znen
«Konnuectenuoe onpegesieHuen).

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

3 _Avernge weight / o 133.23 mg / 133,23 mr

Cpeansisi macca

Remarks : The P]‘O(_jUCI confirms to ND/

M pnmeuanne: [poaykt coorsetcTByeT Tpebosannsam HJ|
7

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

1 Checked by /

’G’___J

Preparcd by / e
Ho;‘u’arosnem@fiﬁ/
(A > |
Date /

Date / 5 . Date /
- -~ _,Q 02 ”
Jlara: 1412 ? Jara: Jlara:

Approved by: Manager/Executive /
Onodpeno: Menepmxep él)}'l-.'(]!i();'uJ'l'C.'[l; /

Kol flecetre
Y el 2022

|t ~(2 ~2022




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIM3A

Product : /\lluway [ilm-coated tablets 5 | m«7

| Fpoiykr: Asnncpeoli TabNCTKIL, NOKPBITHIC IMCHOUHOH 000/10UKOIl. 5 Mr

Batch No / : C2211258 Batch Quantity /- 1040300 tab /

Cepnst No O0bem cephn 1040300 Tad

Analytical Report No / - 890001630130 Datc of Analysis / © 30/11/2022 -
Ananuruueckiiit otuet No Hara ananuza

Date of Manufacture / : 09/2022 Date of E,\:pi_ry/_ : 08/2025

JaTa npons3sonacTsa lMonc no

Analysis performed accmd-ir;g—Nﬁ:_/ A"l‘lzltfilllg_l-l-.[;()B_le_(‘l_ldl.l(') HT: JITT-004008-200820 (amend Ne | from 20.01.2022 /

13M. Ne 1 or 20 ()l 7072)

l’1t=L7014/C1p ns 4

4 | Disintegration / 09 min /09 i Not more thon 1S min/ ]
Pacnagaemocts He Sosee 15 nut
5 | Dissolution / P:];TB-OpGHHe | Unit-1/Taén.-1 ‘ 09% Not less than 80 % (Q) of label claim of |
Ui T Tadn 2 | ogor | CaHuCIN:Os-2HCL (levocetirizine l
| dihydrochloride)y in 20 min. / Te sienee 80 %
Unit-3 / Tadn.-3 ‘ 96% (QQ) 0T HOMIIANBHOIO  COJCP/AIHHA 1
— S "y HsC -0+ 2 e °T 2K al
Unitd 7 Toon— | 9300 | .(J”f CINO ll(’l - (peroteTHpHzitia |
o L _ | AL ApONsiopi) uepes 20 s,
Unit-5 / Tabu.-5 100%
| Unit-6/ Tadbn.-6 100%
6 | Related Substances / TlnoeToponune npiivecn - -
Impurity A/ Ilpumecs A [Notdetected / ne OOHapysKeHa | Not more than 0.1 % / He Gosee 0,1 %
Impurity B/ Ilpumecs B 0.01%/0,01% Not more than 0.4 % / He Gonee 0,4 %
Impurity C / Tlpumecs C Not detected / He obnapyxketia Not more than 0.4 % / He Gonee 0.4 %
Impurity D / Tpumecs, D Less than LOQ (L.OQ: 0.004%) ke | Not more than 0.4 % / He 6osiee 0,4 %
npeaesia KoJMiueCTBEHHOTO
onpeaenenus (ITKO : 0,004%)
Impurity E / flpumecs E 0.03% /0.03% Not more than 0.4 % / He 6onee 0,4 %
Impurity F / Ilpumecs F Below LOD (LOD =0.014%) / Huke | Not more than 0.4 % / He Gonee 0,4 %
npeaena obHapyxkenns (0O
=0,014%)
Impurity RCT-3 / ﬂbuMer | 0.06% /0,06% Not more than 0.30 % / He 6onee 0,30 %
RCT-3
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanne: [1poaykT coorseTCT

ByET TpedoBaHusm H/JJ

3aximouenne: OJOBPEHO

Prepared by / JQ«LZL/Chccked by / Approved by: Manager/Executive /
: 2 v’ =
[Tonrorosneno: (> ITpoBeperng N ~2 Onadpeno: MLJIL'[;I\LP / Pykosopnreln
& LD~ 225 Ramri. Hecltf
Date / o 2 | Date/ ' Date /
Hara: 14512 Lo2 JaTa: [ ~12~2022 JlaTa: ( Y12 2021
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Dr.Reddy’s ‘,‘o‘

Product :

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIFIZA

Allerway film-coaled tablets 5 mg

I]p(mykr /\JlflthJH TLIOHCH\II H()l\pbllbl(. IJICHOYHOII OOOJIO‘H\OH Sar

Batch No /

1 C221

Cepus No

Analytical Report No /

Ananutuyeckiii oruer Ne

- 890001630130

1258
Obbem cepin

Batch Quantity /

1040300 tab /
1040300 Ttad

Jlata anannza

Date of Manufacture /

Hara nponszsoactsa

1 09/2022

[Conei no

Analysis performed :fcﬁ'ding ND: / Auamins nposejien no Hﬂ JI-004008-200820 (amend Ne | from 20.01.2022/
H3m. Ne | ot 20.01.2022)

Date of Analysis /

Date of Expiry /

30/11/2022

: 0872025

l‘wLSol-t/(lp Sus 4

Any individual  vmidentified
impurity / JhioBas eaunniunas
HEWIEHTH(BHLMPOBaHHasI

ITPpHUMCCH

Total impurities /
Cyamia npiseceii

Chiral puntv / ann IhHAS
UHCTOTA

| BDL / perncTpatiis

|
| 0.1%/0.1%

| Less than LOQ (LOQ: 0.0425%)

| Hike npeaeia Kosnuec 1Bennoro
onpencnchns (HKO : 0,0425%)

| Not more than 0 4 / [e Gosee 0.2 %

S-isomer - not more than 1.5 %
S-130Mep - He dosice Y Y

Loss on d rying / HOTepﬂ B
mMacce NpH BLICYHINBAHII

1.8%/1,8%

Microbial enumeration tests* / MukpoGuoJornueckast 4ucroTa™

¢) Escherichia Coli

a) Total Aerobic Microbial

Count / Obwee uncio
APPOBHBLIX MUKPOOPralizMos

i b) Total Combined Yeast and

moulds count / Od1ee uncno
JIPOACKEBBLIX H TTIECHEBbIX
rpudos

~ Less than 10 CFU/g /
Menee [0KOE/r

Not more than 1.5 % / le Gonee 1.5 %

Not more than 6.0 % / He Gonee 6.0 %

Not more than 1000 CFU/g /
He donee 1000 KOE/r

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

10

Uniformity of dosage units /
OaHOpOOHOCTH A031POBAHNS

Not more than 100 CI'U/g /
He Gosnee 100 KOE/r

Absent in 1 gram /
OtcyrcrByeT B I T

Shall be absent in | -gram_/
Orcyrcteue B I 1

2323

(AV) nomxHo 6b1Tb He Gonee 15,0.

The acceptance value (AV) should be less
than or equal to 15.0/ [tpnemoutioe 3Havenmne

Remarks : The Product confirms to ND/
ITpumeuanne: [Tpoaykr cootsetcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axarouenne: OJJOGPEHO

Prepared by /

[loarorosero: j_,/ [Tposepeno: £ .) \ 2

,{ hecked by /

Approved by: Manager/Executive /
Onodpeno: Menievkep / Pykgroamies

12 Ad &) Kol Qecelief

Date /
| Hara:

14712-92)2

Date /
Hara:

Ll ~(2 -2022

Date /

ﬂa'ra; lL("'—lLr—w 2.2




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

CEPTHOUHKAT AHAJIM3A

Product : Allersway film-coated tablets 3 mg
HpOayRT: Ansepsaii TabieTKI, HOKPLITLIC 1UICHOUHOH 000J10UKOiT. 3 M1

1040300 tab /
1040300 Tad

Batch No / . C2211258 Batch Quantity /
Cepus Ne O0wem cephit
Analytical Report No/ : 890001630130 Date of Analysis /
Ananntiuecknii oruer Ne JaTa anannza

Date of Manufacture / : 09/2022 Date of Expiry /
LaTa npousponcrtea Tonen no

- 30/11/2022

: 08/2025

Analysis performed according ND: / Ananns nposenen no HJL: JIT-004008-200820 (amend Ne | from 20.01.2022/ |

3m. Ne | or 20.01.2022)

Pagedof4/Crp.4n3 4

5T :\SS;I}"/_}Cb.?ll;'lCC'l‘BOll!!{)C ] 4.97 ﬁwg/ 4,97 ur

(475 mg 10 5.25 mg ~F €0 11L,CINLO; 2HCI

onpejaeJienie (levocetirizine dihydrochloride) per tablet. /
Or 4,75 mr a0 5.25 mr CrHysCIN,O;3 2HC!
(neBoueTHpI3MHA  AHTIAPOXJIOPHA) B
TadnC i
12 | I’uckﬁging'/ Yunakonka L1100 tablets in (PA/AUPVCYI 7T or 10 tablets  in (PA/AIPVC)
fotl/aluminum  foil blister. | blister | foil/aluminum foil bhister. 1. 2 or 3 blisters
I and a patient information leatlet in a | and a patient information leaflet in a carton
| carton pack. / Tlo 10 raGacrox B | pack. /1o 7 wini 10 radicrox s Ganciep s
oanctep n3 (IMA/AJI/TIBX) (gonbru /| (TIA/AJTI/TIBX)  poasru /  amomuniiesoi
ATFOMHHHCBOII (hosibr. IMo | doavri. Tlo 1, 2 wan 3 Onucrepa ¢
} OnneTepy  ©  MHCTpYKUMEH MO | MHCTPYKUMEH N0 NpUMEHEHHIO B MayKy
MPUMEHEHHIO B TAUKY KAPTOHHY!O. KapTOHHYIO.
13 Labeling / Maplmpo_mm _ According to ND / B cootserctenn ¢ HIL o
14 | Storage conditions / At temperature below 25 °C. / [1pu Temicparype ne Bblie 25 °C.
Xpanemnie
15 | Shelflife / Cpok rogwoctn | 3 years/3ropa B B

% Itis carried out by the manufacturer at release periO(liElﬁy_(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. / * Ilpu suinycke

JIEKAPCTBEHHOr 0 NPenapaTa KoUTpoJab KatIcCTBA 110 N10KA3aTe110 NPOBOANTCS € HIITEPBAJIOM 01HO

ncnniTatude na 10 cepm“l, TLJTI O/1H Pa3 B oA, B 3aBIICHMOCTI OT TOrO0, YITO HACTYNHT PaHbUIE.

Remarks : The Product confirms toND/ Conclusion .:.AI;PROVED/
Ilpumeuanue: Ipoaykt coorsercTBYET TpeboBaHusam HJJ 3akniouenue: OJOBPEHO
\ o) -
Prepared by / ﬁ,ﬂ"’" “Checked by / Approved by: Manager/Exccutive /
[Toarorosaetno: CEW [poBepeng-A~ Opotpeno: Menemxep /! Pykososuirens
e i) Y2o0(2) Rof Qostity
Date / Date/ Date /
12 -Zo)l-~ ,
Hara: )4 2 Hara: (o ~(2-2022 | Jlata: \ L—k'—l 220202 .




