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Product ; Allerway [thm-coated tablets 5 mg

I Annepioi TabaeTiI oo pbITBIE TINENOUHOM 060N0UKOH, 5 MT

Batch No / . C2307933 Batch Quantity / 1040300 tab/
Cepua No Ofhem cepuu 1040300 Tab
Analytical Report No / 890001678827 ' Date of Analysis / 1 31/07/2023
Anasnrayecknii otuer Ne ) E Hara aHann3a - _

Date of Manufacture / - 06/2023 Date of Expiry / - 05/2026

Jlata npoussoacTna [Nonen no

Analysis performed according ND: / Ananus nposeaen no H: JIT-No(001333)-(PT-RU)-251022

Ne
1

Test / TToxkazarens Result / PesyapTaTn

|

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. / OBanbHbie
JBOSAKOBBINYKALIE TadAeTKH,
MOKPbIThiC  TCHOUHOH  obonoukoii
Genoro uBera, ¢ OAHOH CTOPOHbI
rnagkve,  Ha  ApYyroi
rpasuposka «R 5». Ha nonepeunom

Ipaspese sapo Heaoro ueta.
i
i
i

Desceription/ Onuncanue

Identification Complies as prescribed /

CooTBeTcrByeT TpeboRatitsiM

|
. Levocetirizine/
- Uaenrudukauus

Jlegonernpusnn

3 Average weight / 133.49 mg/ 133.49 mr

Cpenasin macea

Remarks : The Product confirms to ND/
Mpumeuanne: Mpoaykr cooreercrayer rpedopanuam HJL

Prepared by / Checked by /

Moarorosiciio [Mposepetio: st

! | ,
Date/ A Date / . ‘
Jara:_ Mara: “"

CTOpPOHE

Paoelofd/Cin 1 n3d
Specification / Hopma

, Oval, biconvex, white to off-white, ﬁlm-i
. coated tablets plain on one side and engraved |
i with “R 57 on the other side. White to off-
| white core on a cross-section. / Osanbibie |
NBOSKOBLINYKAble  TalneTku,  NOKpbIThie
naesounoi obonouxoll deoro nnKM noytH
6enoro uBeTa, ¢ OAHOH CTOPOH LI rnajkKe, Ha
Apyroii cropowe rpaeuposka «R S». Ha
ronepeytoM paspeze sapo ot Oenoro go
noury Genoro uBerta.

+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™). / DBpems yaepxiBanus
OCHOBIIOID  MHKZ  HA  XPOMATOIpamme
HCTHLITYEMOTO pacTeopa JODKHO
COOTBETCTRBOBATL  BPEMEHH  YAEPXHBAHHA
OCHOBHOFO  NIIKA 11 XpoMartorpaMme
¢ pacTropa CTAHAAPTHOTD obpazua
JCBOUSTHUPHIHHA AHTHAPOXJOPHAa (pazien
«Konuuecreenioe onpejleneuen),

133.25 mg & 4% (between 127.92 and
138.58 myg)/
133.25

3325 mr+4 % (or 127,92 no 138.58 mr)

Conclusion : APPROVED /
Zaxkmoqenie: OJOBPEHQO

Onobpeno: Meneep / Pyxosoantent

«
Date/
Hara:

e



Dr.Reddy’s ".

CERTIFICATE OF ANALYSIS

CEPTHDHKAL

Product ; Allerway filin-coated tablets 5 my

iI[‘u LVlI A L;‘H)i‘ FADJACTRH, NOKPLITHIC NACH QUHO nlwwfl_n_l,-'unll S wmi
Batch No / - C2307933

Cepust N

Analytical Report No
| AMaaHTiHueCKHit oTier \0
i Date of Manufacture /
' Jlata nponiBoACTRA

: 890001678827

1 06/2023

AHAJIM3A

Batch Quantity /
OGbem cepun
Date of Analysis /
Hara aHanusa
Date of Expiry /
lonen no

1046300 tab /
1040300 Tab
: 31072023

. 0572026

I \naI) sis performed according ND: ! Aﬂa A3 upune,len no H1: JILl- J\n((){}lj 33)-(PI'-RU)-251022

4 | Disintegration /
r - PacnajiaemocTsb
l

5 | Dissolution / Paersopenne

; lan"ilj‘ A/ llpusecs A

Izn;iurity B/ [lpumecs B

FImpur m C /1 pumeck C

| impurity D / Hpumecs D

-

lmpwm E / Hpnmees E

| Impurity F / Tipisecs F

i
1

[ Re r.na; ks :

Prepared by /
Tomoroaneno: 9.

R R

JTato

05 min/ 05 vnH

6 i Related Substances / Pojcrsennnie upnseci

The Product confirms to ND/
Hpusenanue: [poaykr coorsercisyer rpebosannsy HJL

Unit-1 / Tabu-1 99%
s e f—
| Unit-2/ Ta6a.2 7%
3 i
Unit-3 7 Tabn.-3 97%
Unit-4 / Ta0Gn.-4 98%
Unit=5 / Tabn.-5 98%
] . 1
| Linit-6 / TaGa.-0 Y6%
[Not detected / we obnapyxeina
|
[0.02%90 A2.02%
|
'\';r' detected f ne obnapyxena
ii' 01% /0.01%
|
iU 04% /0,04%
|
|Not detected / we obuapyxena
Checked by /
[posepeno: L__—@___
Date / . :
L 9] : ’5
Narra; S\ bqf w2k

| Approved by: Manager/Exccutive /

Page2 of 4/ Crp. 2 w3 4
| Not more than 15 min /
i1¢ bonee 15 mun

NLT B0% (Q) of label ¢
dihydrochloride after 20 min..
80 % (Q) o1 HOMHHANLHOTO
NCBOUCTHPHINHA
20 Muu.

COACPKAHMUA
ARTHIIPOXNOpHAA

Not more than 0.4 % / e 6osice 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 % / IHe Goaee 0,4 %

o
0

Not more than 0.4 % / He conee 0.4

Not more than 0.4 %% / He 6onee 0.4 %

Conclusion : APPROVE l_)_/,, -
3axkmoucnne: OIOBPEHO

Oaobpeno: Meneken / Pvkosoaviens e}g

Date /

| Nata: .4 ‘ffaﬁ "3

laim of levocetirizine

uepe

He menee |

i;
(




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPYHOMEA T AHAJIMIA

4 5 ] -
coated tablets 3 mo

Product : Allerway fim
flpoaykr: Ansepeon vadieTiis, NOKPuIThC nnenounodn cOenouxko, S Mmr
Batch No / : C2307933 '
Cepus No '
Analytical Report No/
ApasaTuyecknii otuer Ne
Date of Manufacture /
flata nponssoserea _
Analysis performed accarding ND: !Aw.m:-r;‘_lmnm(‘m;lcn no I

890001678827
0672023

| F'oaen no

I { Impurity RCT-3 7 [Tpusmecs |
| RCT-3 1
|

3
0.05% /0,05%

P Any  individual
impunty 7 JhoGan eanupunias

llE'nitis.‘lliil‘!\,‘d 1
' BDI. / perucrpanun

I HeH e T poBanins !
. |

| | mpumecs l
J Total impunities / | 0.1%/0,1%
I .
L Cymma tipumeceii |
W — i 1l O )50,
i 7 1 Chiral pority / Xupaasnan |Less than LOQ (1OQ: 0.0425%)
! UneTOTa [Hinke npesena KoAHICCTBEINIOrO
\ lonpesenewia (YO ; 0,0425%)
‘ ‘
L 1 i
8 | Loss on drying / NMorepn s | 24% /1 2.4%

! macce npu ppicymnBanun |

9 | Microbial enumeration tests™ / Mukpobuogorqueeran uncrora”

5 a) Total Acrobic Microhial

Count

| .ess !‘F'niﬂ 1) CIU pey i g
Oouiee Yo Menee 1O KOE g | 1

AIPOOHBIX MK HQAPTAHRIMOB

Less than 10 CFU per | g/
Menee IOKOE B 1 £

b} Total Combined Yeast and

| moulds count { Oduee vicno
APORKECBBIY B FNCCHEBBIN
IMHdoN

!
i
i |
H
H
i

Absent in | gram /
Ovevreryers |

¢) Escherichiu Celi

Remarks ; The Product confirms to ND/
Mpawenannce: Tpoaykr cootreteteyet Tpetopantian HJl

L,

o " [ Checked by /

Hpousepeno:

Prepared by /
floarorosneno

Date/ RS Bl
j Mara )= _ ,}li’]lk‘ g\fﬂjﬁlﬂlg

| Batch Que
Obwvem cepuu -
[ate of Analysis /
Jlata anannza
Date of Expiry /

THT-No(001333)-(PT-RU)-251022

1040300 tab /
1040300 1a6
31072023

intity /

- 05/2026

Page 3 of 4/Crp. 3 w4

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

'l Not more than 0.2 % / He Sonce (0.2 %
1

| Notmore than 1.5 % / He Goiee 1,5 %

| S-isomer - not more than 1.5 %

S-miomep - e bosiee 1.5 %

Not more than 6.0 % / He 6onee 6.0 %

Not more than 107 CEU per | v
He Gonee 10 KOE B 11

Not more than 11’ CFU per i g
He Gonce 10V KOE B | 1

| Sheil be absentin | gram /
| Orcyrereme 8 11

Conclusion : APPROVED /

Farkmonenne: QIOLPEHO

Approved by: Manager/Executive /
Onobpeno; Meveaxep / Pykosoaurens A

€%
Date /

,'E.I.:.I'.

TY\o5- 23




Dr.Reddy’s €&

Froduct @ Allerway 1
NpoayKT: Aanepsoil tabneTki, NOKPLITHIE EaeHOUHGI 00010KOH, 5 M

Batch No/

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAMM3A

[m-conted tablets § mg

C2307933

! Cepun Na

| Analytical Repont No /
AHATUTHYSCKIE oTuert Ne

|
|

i
{

i

- 06/2023

Java npowssoacTsa o _
Analysis performed according ND: / Auaans nponeieu no HL: JITI-N(001333)-(Pi -RU)-251022

10 | Uniformity of dosage units / |
’ OAnopoMoCT B 03B POBANNIS

11| Assay / Koammeersennoe
| onipeneaenne

: 890001678827

198 mg/

| Batch Quantity /
Olnem cepun
lJiLtEQfAnui_\r;is /
Jara ananula
Date of Expiry /
["onen o

1LOB mr

. |
10 tablets in (PAJAVPVC) foil/aluminum foil blister. 3

1040300 tab/
10340300 a6
31/07/2023

0572026

) Pagedof 4/ Crp. 4 mi 4

{ Acceplance value (AV) should not be more
| than 15.0./ Moxasarens npueMaemocth

I {AV) nomken Guite He Sonee 15.0.

Between 473 mg and 5.25

mg ol

[ levocztirizine dihydrochioride per tablet. /

Or 475w a0 525 Mt neBoneTEpRIn

AREHAPONAOPHIAA B TAONCTHE,

blisters and a patient

information leaflet in a carton pack. ! [1o 10 TaGaerox & Gancrep w3 (NIA/AJI/NBX)

{

|

‘ thonuri [ amosmunuenoit doawri. Ilo 3 Gancrepa BMECTE € IMCTROM-BKAANBILIEM B |

AUKY KApTOHEYHO.

“Atis carried ont by the manufaetarer at release perindically (with an interval of one test for 10 series or at feast
{ time per year). The indicator may not be included in the firm's certificate of analysis. /

* 1TposoawTes NPOMIBOANTRIAEM NPH BLIMYCKE NEPHOANYECKN (¢ HHTEPBATOM 0N Icnbmuime ua 10 cepuii 1ap ne
menee | pasa B ron). Flokatarein Mmoker Guitt e BKIKOMCH B CprudmKkat anamisa (pupasiy,

12 | Packaging / Ynakoska

; !

' |
APl name / Hassenonanue AdC: l
INN/MHH: g

API manufacturer batch number /
Homep cepun nponssoany cas ADC: |
FP Manulacturer APl Bateh number /
Homep cepun eyberaumumm |
|
APE Manufactared by & cou nery / I
Ipomwsoanieas AQC, crpana: '

Remarks : The Product confirms to N1y

Hpasewmie: lpoayk:s coorsercrayer rpebosannsn HJ1

Prepared by /
iloaroroaneno
el 2 | Dae/

Jlan a

Date/ Yy o'l

| Checked by/

lposepeiio:

Levocetitizine dihydrochloride / jlepoternpismsa anraapoxsopua
Levocetinizine / Jlesouerupiting
ACOQHO00386. ACQIING0387

FCQARDA LS, FCOQADDA1O

" D, RLfdki}:';l.ul>01';mn'u:~ Lid., India/

M-p Pesuns®e Jatoparopie Jlta.. Hijws

3

Conclusion : APPROVED /
bakmovenue: OAOLBPEFHO

-

Qr-o-1.0nX

Approved by: Manager/Executive /

Onoopenio: Menensep / Pyxososmiens 4

E"‘")' p ItV §

&




