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Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Tlponykr: Annepsai TabNETKH, MOKPLITHIE MIEHOYHOH 060J0UKOH. 5 MT

Batch No / : C2312861 Batch Quantity / : 1040300 tab /
Cepns Ne Ob6bem cepuu 1040300 Tab
Analytical Report No / : 890001697867 Date of Analysis / : 31/10/2023
AHanuTuyeckuii otuet Ne JlaTa anannza

Date of Manufacture / : 0972023 Date of Expiry / : 08/2026
JlaTa npou3BoACTBa I'onen ao

Analysis performed according ND: / Ananu3s nposegen no HJI: JIT1-No(001333)-(PI'-RU)-251022

Page 1 of 5/Ctp.1 m35

Ne Test / [TokazaTenb

Result / Pe3yabraTsl

Specification / Hopma

1 | Description / Onucanue

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. / OBanbHble

JBOSIKOBBITTYKJIbIE TabneTku,
NOKPBITbIE  TUIEHOYHOH  0605104KOi
Oenoro 1uBeTa, ¢ ONHOW CTOPOHBI
riajgkue, Ha npyroi CTOpPOHE

rpaBupoBka «R 5». Ha nonepeuyHom
paszpese sapo Oenoro uBeTa.

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. / OBanbHbIe
JBOSIKOBbINYKJIble  TabNEeTKW,  TOKpPbITbIE
nneHo4yHoi obonoukoi Genoro WM NOuTH
0enoro LBeTa, ¢ OIHOH CTOPOHBI rMaAKue, Ha
npyro#t ctopoHe rpaBupoBka «R 5». Ha
TIONEpeYHOM paspese sapo OoT Henoro 1o
nouTtu 6enoro LBeTA.

2 | Identification
Levocetirizine/
HNpenTudpukanus

JleBoneTHpu3HH

Complies as prescribed /
CootBeTcTBYET TPeOOBaAHUSAM

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”). / Bpems ynepxxvBaHus
OCHOBHOrO MNKHKa Ha  XpoMaTtorpamme
HCTBITYEMOrO pacTBopa JOMKHO
COOTBETCTBOBaTL BPEMEHW  yIep>KHBaHUS
OCHOBHOrO fMKa Ha  XpoMartorpamme
pacTBopa CTaHAAPTHOTO obpazua
NIeBOUeTUPU3HHA AMuruapoxnopuaa (paszen
«KonnuecreenHoe onpeaenenue).

3 | Average weight /
Cpennsis macca

133.92 mg /133,92 mr

133.25 mg + 4% (between 127.92 and
138.58 mg)/
133.25 Mmr+4 % (ot 127,92 no 138,58 mr)

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykr cootBercTBYET TpeboBaHUsim H]|

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / "Checked by / Approved by: Manager/Executive /
[ToarorosieHo: I1posepeHo: a/rqa Onodpeno: MeHemkep / Pykoponitesb

Date / Date / Date / ) 1o 2l
JlaTa: Jlara: &\r“?@“wtl Hara:




Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[TpomyKr: Annepsii TabeTky, NOKPbITbIE TIEHOYHOH 0060M04KO#H, 5 M

Batch No / : C2312861 Batch Quantity / : 1040300 tab/
Cepus Ne O6bem cepun 1040300 Tab
Analytical Report No / : 890001697867 Date of Analysis / 1 31/10/2023
AHanuTHYecKni oT4eT Ne JlaTta aHanu3za

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JaTa mpou3BoacTBa Iopen 1o

Analysis performed according ND: / Ananus nposenen no H: JIT1-Ne(001333)-(PI-RU)-251022

Page2 of 5/Ctp.2 m35

4 | Disintegration / 05 min /05 uH Not more than 15 min /
Pacnanaemoctn He 6onee 15 Mun
5 | Dissolution / PacTBOopeHue Unit-1 / Tabn.-1 98% NLT 80% (Q) of label claim of levocetirizine
Unii2 / Tabn.2 98% dlhgldrochlorlde after 20 min.. / He menee
80 % (Q) OT HOMWHANBLHOTO COAEPIKaAHHS
Unit-3 / Tadn.-3 101% JIEBOLETHPU3UHA JAWTHAPOXJIOpUA Yepes
Unit-4 / Tats.-4 o79s | 20 M-
Unit-5 / Tabn.-5 100%
Unit-6 / Tadn.-6 98%
6 | Related Substances / PoacTBeHHble npuMecH
Impurity A / Tlpumecs A Not detected / He oOHapyxkeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B/ [lpumecs B 0.02% /0,02% Not more than 0.4 % / He 6onee 0,4 %
Impurity C/ INpumecs C Less than LOQ (LOQ: 0.030%) Husxe | Not more than 0.4 % / He Goaee 0,4 %

npeaena KojaH4eCTBEHHOTO
onpeaenerus (KO : 0,030%)

Impurity D/ Ilpumecs D Less than LOQ (LOQ: 0.004%) Huxe | Not more than 0.4 % / He Gonee 0,4 %

rnpejesna KogH4YeCTBEHHOro
onpenenenus (IKO : 0,004%)

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

0.03% /0.03%

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykt cooTBeTcTBYET TpedoBaHHusm HI 3akmouenune: OJOBPEHO

Prepared by / 7 aﬁﬁ" Checked by / Approved by: Manager/Executive /
lNoarorosneno: 22 [TpoBepeHo: @@\ Onodpeno: MeHenxep / Pi_\ggi%n_‘renb
Date / 2 o> ) p) 2| Date/ e Date / A\10 w2V
Hara: < 2 Harta: g\ri O = Jarta: .




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Tponykr: Annepsaii TabneTKH, MOKPbITbIE MIEHOUYHONH 0060N04YKOH, 5 MI

Batch No / : C2312861 Batch Quantity / : 1040300 tab /
Cepus No O6beM cepuu 1040300 Tab
Analytical Report No / : 890001697867 Date of Analysis / : 31/10/2023
AHanutHueckunii otuet Ne JlaTa aHanuza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npon3BoAcTBA TozeH no

Analysis performed according ND: / Auanns nposeaen no HJI: JITT-Ne(001333)-(PT"-RU)-251022

Page3 of 5/Crp.3 u3 5

Impurity F / Ipumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Below LOD (LOD = 0.014%) / Huxe
npenena obxapyxenus (I10 =
0,014 %)

0.07% /0,07%

Any individual unidentified
impurity / Jliobas ennHuyHas
HEMAECHTU(GULIMPOBAHHAS
npHMech

BDL / peructpauuu

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

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

Not more than 0.2 % / He 6onee 0,2 %

| Total impurities /
Cymma npumecei

0.1%/0,1%

Not more than 1.5 % / He 6onee 1,5 %

S-isomer - not more than 1.5 %

7 | Chiral purity / Xupaabnasn |Below LOD (LOD = 0.0138%) /
YHACTOTA Huxe npenena obuapyxenus (IO = | S-uzomep - He Honee 1,5 %
0,0138 %)
8 | Loss on drying / [loreps B 3.4%/3,4% Not more than 6.0 % / He 6onee 6,0 %
macce NMpH BbICYLIHBAHUY
9 | Microbial enumeration tests* / Mukpo6GuHoJiornyeckasi 4ucTora™

a) Total Aerobic Microbial
Count / Obuilee uncno
a3pOOHbIX MHKPOOPraH13MOB

Less than 10 CFU per 1 g
Menee IOKOEB I T

Not more than 10° CFU per 1 g/
He 6onee 10° KOEB 1 1

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

ITpumeuanue: [1poaykt cooTBeTcTBYET TpeboBaHusiM H]T 3akmouenune: OJJOBPEHO

Prepared by / &O(_;QJ/ Checked by / Approved by: Manager/Executive /

[loarotoBnexo: W I1posepeHo: é@ OnobpeHo: MeHnenxkep / Pykosoanrenb
;s‘?\‘t

Date / 2)-tc-2o22 | Date/ Date / Ja A0 APV

Jara: 3 Jara: g \h\ Ohw Jara: 1\




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIM3A

[Npoaykr: Annepsail TabyeTKH, NOKPLIThIE

Product: Allerway film-coated tablets 5 mg

NJeHo4YHOH 060J10uKON, 5 MI

Batch No / : C2312861 Batch Quantity / : 1040300 tab /
Cepus Ne Obbem cepun 1040300 Ta6
Analytical Report No / : 890001697867 Date of Analysis / : 31/10/2023
AHanatHueckui otueT Ne JlaTa aHanu3za

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npou3BoacTBa [onmeH no

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

Page4of 5/Crp.4m35

b) Total Combined Yeast and
moulds count / Ob1uee yucno
JAPO}OKEBLIX M TJIECHEBBIX
rpuboB

Less than 10 CFU per 1 g/
Menee IO KOEB I T

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

¢) Escherichia Coli

Absent in 1 gram /
OtcyrctByerB I T

Shell be absent in 1 gram /
OtcytctBHEe B 1 T

10 | Uniformity of dosage units / 4.0 /4,0 Acceptance value (AV) should not be more
OaHopoaHoCTh J03NPOBAHNS than 15.0. / [loka3aTens npueMaeMocTu
(AV) nomxen 0biTh He 6onee 15,0.
11 | Assay / KosnuyecTBeHHOe 4.89 mg/ 4,89 mr Between 4.75 mg and .5.25 mg of
ompeaesjieHue levocetirizine dihydrochloride per tablet. /
Or 4,75Mr po 5,25 Mr neBOLETHpPU3HHA
JIUTHAPOXIIOpHAA B TabNeTKe.
12 | Packaging / Ynakoeka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient

information leaflet in a carton pack. / Ilo 10 Tabnetok B 6suctep u3 (ITA/AJI/TIBX)
donwru / antoMuHueBol dosbru. [lo 3 GaMcTepa BMECcTe € TUCTKOM-BKIAABIILEM B
Nayky KapTOHHYIO.

* It is 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. /

* TIpoBOAMTCA NPOMU3BOAUTENIEM TIPH BBIMYCKE NEPHOAYUECKH (C MHTEPBANoOM OAHO WchbiTaHWe Ha 10 cepuii WnuM He
meHee 1 pasa B roa). [lokasaTenb MoXeT ObITE HE BKIIOUEH B cepTHdUKAT aHann3a GUPMBL.

Remarks : The Product confirms to ND/

—~

Hpumeuanne: [NpoaykT cooTBeTcTBYET TpeboBaHusam H/

Conclusion : APPROVED /
3aknwouenne: OJJOBPEHO

Prepared by / : Checked by / Approved by: Manager/Executive /
p ?7' g
[ToaroToBneHo: V/ TlpoBepeHo: Opobpeno: Meneaxep / PykoBoanTens
LS
Date / (O~ 02) 3 | Date/ Date / 2\ 07 VS
Jara: z / 22 Jara: 2 \~! Q).—’Z,O’L_7> JaTa: 2\




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATTU3A
Product : Allerway film-coated tablets 5 mg
Ilponykr: Annepsaid TabneTKH, NOKPbIThIE NJIEHOYHOH 060104KOH, 5 MT
Batch No / : C2312861 Batch Quantity / : 1040300 tab /
Cepust Ne O6bem cepun 1040300 Tab
Analytical Report No / : 890001697867 Date of Analysis / 1 31/10/2023
AHanuTHueckni otueT Ne Jlata ananuza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTta mpon3BOACTBA T'ogen no
Analysis performed according ND: / Anann3 nposegen no HI: JITT-Ne(001333)-(PI-RU)-251022

Page 5of 5/Ctp.Sm3 5

API name / HaumenoBanmne A®C: Levocetirizine dihydrochloride / JleBouieTHpU3HHA IHTHAPOXJIOPH
INN / MHH: Levocetirizine / JleBolleTHPHU3UH

API manufacturer batch number / ACQHO001655

Homep cepun npounzsoautens APC:

FP Manufacturer API Batch number / FCQAO01617

Homep cepun cy6cranuun
npoussoautens I'JIP:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoaurens APC, cTpana: J-p Pepau’c Jlabopatopuc Jltn., Unaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [poaykT cooTBeTCTBYET TpeboBaHHsam H] 3aknrouenne: OJOBPEHO
Prepared by / o /-62»‘?"‘;4/ Checked by / Approved by: Manager/Executive /

|y 2
[Moaroroenexo: = [TposepeHo: L{@ OpobpeHo: Menemxep / PykosoninTesb

) —

Date / 2O ~)p) .« | Date/ 73 Date / ~ . 10 Y
Jara: ZO Jara: g'\ A D*‘QD S Jlara: ) !




