Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIM3A

Product : Allerway lilm-coated tablets 5 mg
[Mpoaykr: AnncpBii TabieTKy, MOKPbITbIE NNEHOUNI0H 000104KOMH, 5 M

Batch No / : C2307826 Batch Quantity / 1040300 tab/ o
Cepust Ne | Obbem cepun 1040300 Tab

Analytical Report No / : 890001673895 Date of Analysis / 1 25/07/2023

AHanuTHyeckuii otuet No JaTta ananuza

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

Hlara npoussoactea ["onen no

Ne

Test / IToxazarean

1

Description / Onucanne

ldentification
Levocetirizine/
Haenrudpnanns

Jesonerupuing

Analysis performed according ND: / Ananus nposeaen no HJI: JITT-Ne(001333)~(PI'-RU)-251022

Page 10f4/Crp. 1 n3 4

Result / Pe3yabraThl

Specification / Hopma

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. / OanbHble

JIBOSIKOBBINYKJIblE TabneTku,
MOKPBLITbIE  IUIEHOYHOH  0DOsoUKOH
0efnoro uBeTa, ¢ OAHOM CTOPOHbI
rjajkue,  Ha - gpyroil  cropowe

rpasuposka «R 5». Ha nonepeuHom
paspese s11po Oenoro sera.

Complies as prescribed /
CooTreTCTRYET TPEOOBAHMSIM

Average weight /
Cpeansisi macea

Oval, biconvex, white to off-white, film-
coated tablets plain on one side and engraved
with “R 5" on the other side. White to off-
white core on a cross-section. / OBalibhble
JBOSIKOBbIMYKJIbIE  TAONETKW,  NOKPbITHIE
MJACHOUYHOM 000N0UKOH 0eloro uWanM noyTtu
6ea0ro uBeTa, ¢ OJAHON CTOPOHbI MMafKNe, Ha
NpYro cropoHe rpaBupoBka «R 5». Ha
nomnepeyHoM paspese sApo oT 6enoro 1o
nouTH Genoro UBeTa.

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”). / Bpemsi yjepxusanus
OCHOBHOTO  MMKa Ha  XPOMaTorpamMme
MCMBLITYEMOIO pacTzopa JOJDKHO
COOIBEICIBOBAIL  BPEMEHH yACpKUBaHKsA
OCHOBHOIO  TIMKAa Ha  XpoMaTorpamme
pactsopa CTaH/apTHOTO obpa3sua
AEBOLETHPH3HHA AUruapoxiopuja (pazaen
«Konnuecrsennoe onpeaeneHue).

133.28 mg / 133,28 mr

133.25 mg + 4% (between 127.92 and
138.58 mg)/
133.25 Mr+4 % (o1 127.92 no 138,58 mr)

-Remarks : The Product confirms to ND/

IMpumeuanue: Tpoaykr cootBeTcTByeT Tpeboanmnam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

Flo,urorosﬂclm% ITposepeHo: [AD

Date / | Date/ x
R A0 Do 1y 2022

Jara: JlaTta: 22X O

Approved by: Manager/Executive /
Onodpeno: Menemkep / Pykosoauresis

Date /
Jara:

o —0N\ AT




Dr.Reddy'’s Q¢

CERTIFICATE OF ANALYSIS
CEPTHUDOHUKAT AHAJINU3A

Product : Allerway filim-coated tablets 5 mg
| Llpoaykt: Asnepssii TabneTKn, NOKPbIThIE MIEHOUHOH 000104KOMH, 5 M

Batch No / : C2307826 Batch Quantity / : 1040300 tab /

Cepus Ne Obbem cepun 1040300 ta6

Analytical Report No / : 890001673895 Date of Analysis / : 25/07/2023

AnanuTtuudecknii oryet Ne | Mara ananuza ]
Date of Manufacture / : 06/2023 Date of Expiry / . 05/2026

I[a’m_lmomuo)_wma Topen o

Analysis performed according ND: / Auanans nposeaen no HJI: JITT-Ne(001333)-(PI'-RU)-251022

Page2 of 4/ Crp. 2 u3 4

4 | Disintegration / 05 min /05 Mun Not more than 15 min/
PacnapaemocTn He 6onee 15 muH
5 | Dissolution / Pacreopenue |  Unit-1 / Ta6.-1 100 % | NLT 80% (Q) of label claim of levocetirizine
— S T - 1 1 2 1 N
Unitcd / Tabn.2 (00 % dlhg/dlochlonde after 20 min.. / He meuee
180% (Q) oT HOMUHANKHOTO COACPIKAHMSA
Unit-3 / Tabn.-3 99 % NEBOUETUPU3UHA  ANTULAPOXJIOpHIA  4epes
" Unit4/Taba-d | 100% | 2oMu-
| Unit-5/Ta6n.-5 99 %
Unit-6/ Tabn.-6 |  99%

6 | Related Substances / Popcrsennbie npumecti

ITmpurity A/ Tlpumecn A Not detected / ne obnapyskena Not more than 0.4 % / He 6osice 0,4 %

Impurity B / Ilpumecs B Not more than 0.4 % / He 6onee 0,4 % ]
0.02%/ 0,02%

Impurity C / INpumecs C Not more than 0.4 % / He Gonee 0,4 % I
Not detected / 1e obHapyxeha

=

Impurity D/ Ipumecs D 0.01%/ 0.01% | Not more than 0.4 % / He 6onee 0,4 %

Impurity E / [1pumecs E I 0.04%/0,04% Not more than 0.4 % / He 6onee 0,4 %

Impurity F / [Ipumecn F - | Not more than 0.4 % / He Gosee 0,4 %

Not detected / ne obrapyscHa

Remarks : The Product confirms to ND/ o ) Conclusion : APPROVED /

Mpumevanne: ITpoaykr cootsetcreyer TpeGosanigm HJJ 3axkmotenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMonrorosneno;,— [TpogepeHo: t@ Onobpeno: Menestkep / PykosoauTenb

_ 3

Date / . Date / Date / —o0 N3
Q¥—o% ~1oV) 200 a0 67

JlaTa: r Jlana: Q:?T oF - JlaTta:




Dr.Reddy’s “:‘

Product : Allerway film-coated tablets 5 mg
Ipoaykt: AnepBoait TabNETKH, 1HOKPbITbIE MIEHOYHOH 00004UKOH, 5 Mr

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Batch No/ : C2307826 Batch Quantity / : 1040300 tab /
Cepus Ne Obbem cepun 1040300 Tad
Analytical Report No / : 890001673895 Date of Analysis / . 25/07/2023
| AHanuTHYeCKKii oTueT No Jlata ananuza ]
Date of Manufacture / 1 06/2023 Date of Expiry / 1 05/2026
Jarta nponsBoacTra T'onen no

Impurity RCT-3 / Tlpumech
RCT-3

Any individual unidentified
impurity / JhobGast eanuuunas
HENACGHTH(OUIIMPOBAtiHAS
[pUMEChH

Analysis performed according ND: / Anasn3 nposenen no HJI: JITT-Ne(001333)-(PT-RU)-251022

0.07%/0,07%

BDL / peructrpaiiuu

) Page 3 of 4/ Crp. 3 u3 4
Not more than 0.30 % / He 6onee 0.30 %

Not more than 0.2 % / He 6011_ee_0,2 %

Total impurities /
Cymma ripumeceii

Chiral purity / )_(npam)Haﬂ
YHUCTOTA

Loss on drying / Tloreps
macce NPH BbICYIHBAIINH

0.1%/0,1%

Not more than 1.5 % / He 6osiee 1.5 %

Less than LOQ (LOQ: 0.0425%)
Huke npenesia KonnuecTBEHHOro
onpeaenchus (HIKO : 0,0425%)

S-isomer - not more than 1.5 %
S-nzomep - ne Gonee 1,5 %

3.4 % 3,4%

a) Total Aerobic Microbial
Count / O01iuee uncno
a’POOHbLIX MUKPOOPraHH3MOB

b) Total Combined Yeast and
moulds count / O0tuee uiicno
JIPOOKEBBIX M JIECHEBLIX
rpudoB

Not more than 6.0 % / He 6onec 6.0 %

Microbial enumeration tests* / Mukpo6nonornueckas uncrora*

Less than 10 CFU per | g
Menee 10 KOE B I 1

Less than 10 CFU per | g/
Menee 10 KOEB 1 1

c) Escherichia Coli

10 'Uniformi_ty of dosage units /

Opanoponnocts ao3nposannus

‘Not more than 10° CFU per 1 g/
He 6onee 10° KOE B 1 r

‘Not more than 10° CFU perl g/
He 6onee 10° KOE 8 1 1

Absent in 1 gram /
OrcyTtcTByeT B 1 T

3.9/39

Shell be absent in | gram /
OrcyrcTtBHe B | 1

Acceptance value (AV) should not be more |
than 15.0. / [lokasaTenb npremaemMocTH
(AV) nomxen ObITh 11e doaee 15.0.

Remarks : The Product confirms to ND/
Ipumeuanne: [lponykT cootBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneno: [Tpogepero: lp Onodpeno: Menekep / PykosoanTens
SO
Date/ - Date / . Date / ~pN AT
2> -0 o) . w) ~p
JlaTa: N Hara: 9’} Od-2c2-2 Hara:




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
| [lpoaykT: Anniepssit TabneTku, NOKPbITHIE MJIEHOYHONH 000N0UKOH, 5 M
Batch No / : C2307826 Batch Quantity / ¢ 1040300 tab/ o
Cepusa No - Obbem cepun 1040300 a6
Analytical Report No / - 890001673895 Date of Analysis / :25/07/2023
AHanuTHueckuil oryet No - JHara anannsa
Date of Manufacture / : 06/2023 Date of Expiry / : 052026 o
 Jlata npon3BojcTBa ["onen no
Analysis performed according ND: / Ananus nposegen no HJT: JITI-Ne(001333)-(PI'-RU)-251022 |

Page 4 of 4/ Crp. 4 uz 4
11 | Assay / Koauuectennoe 4.98 mg /4,98 mr Between 475 mg and 525 mg of
onpeaeJsjeHHe levocetirizine dihydrochloride per tablet. /
Ot 475mr no 5,25 Mr neBoueTHpH3MHA
AUFMAPOXJI0pUAa B TabieTke.

12 | Packaging / Ynakorka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 1 blister and a patient
information leaflet in a carton pack. / ITo 10 Tabnetok B 6auctep u3z (1TA/AJI/TIBX)
tonbru / amomununesoit Gonbru. Mo 1 GaucTepy BMeECTe ¢ NUCTKOM-BKIAALILIEM B
navuKy KapToHHYIO.

* Itis carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least
I time per year). The indicator may not be included in the firm's certificate of analysis. /

* TIpOBOAMTCA MPOU3BOAMTESIEM NPH BbINYCKE NEPHOAMUECKH (C MHTEPBAIOM OAHO MCTibITanue Ha |0 cepuil nau ne
meree | pasa B roa). Iokazarens MoskeT ObITL He BIUIIOUEH B cepTH(IKAT aHani3a PUPMbL.

API name / Hannmenosanune A®C: i Levocetirizine dihydrochloride / Jlegoueripnsnna ANTHAPOXIIOPHA

INN / MHIHI: Levocetirizine / Jleouctnpusun _|
API manufacturer batch number / ACQHO000386

Homep cepnn npoussognrest ADC: - -

FP Manufacturer API Batch number /| FCQAO00415

Homep cepun cydctannuu
npomspoauTeas I'JIP:

API Manufactured by & country / ' Dr. Reddy's Laboratories Ltd.. India /

Hponssoanrens ADC, cTpana: ~ J-p Pewnt’c Jladoparopuc Jlta., Muaus

Remarks : The Product confirms to ND/ ) Conclusion : APPROVED/

Tipumenanne: poaykt cooTBeTcTBYeT Tpebopatinism HJJ 3akmouenne: OJOBPEHO

Prepared by / = Checked by / Approved by: Manager/Executive /

HoaroroBnene: , [Tposepeno: W Oupodpeno: Menemkep / Pykosonnitesns
3/'

Date / Ax~0N oy Date / Date / o - 0N~

JMara; Hara: 9/91 “O_?‘(Zor)’l Jlara:




