@
Dr.Reddy’s Q;

| Produict - Allerway tilm-coated tablets 5 mg

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

| TIpomYKT: AnnepBaii TabNETKH, MOKPLIThIE MIEHOUHOH 000J0UKOH, 5 MP

| Batcl3No /

CepusiNe

Analytical Report No /
Anan Htudecknit oruer No
Date of Manufacture /
Jlata npon3BoacTea

1 C2308127 Batch Quantity / 1040300 tab /
O61nem cepun 1040300 Tab
: 890001675080 Date of Analysis / : 20/07/2023 o
 JlaTa ananusa B
: 06/2023 Date of Expiry / : 05/2026
Tonen no

1| Description / Ouucanne

No | Test / TlokasaTens
Oval,

Result / PesynbTaThl

biconvex,
[tablets, plain on one side and with "R
5" debossed on the other side. White

core on a cross section. / OBanbublel

| TBOSIKOBBITTYKJIBIE TabneTKu,
MOKPbITBIE  MJICHOUHOI  000JIOUKON
6enoro 1uBeTa, C OAHOW CTOPOHbI
raankie,  Ha o Apyrol  cropowe

rpaBupoBka «R S5». Ha nonepeunowm
paszpese siipo Gesioro uera.

| 2 | Identification Complies as prescribed /
| | Ievocetirizine/ CooTBETCTBYET TPEOOBAHUSIM
Hnenrudukamns
JleBouerupusnn
|
| |
3 | Average weight / 132.45 mg/ 132,45 mr
Cpeansist Mmaccea
!
4 | Disintegration / 05 min /05 nn

Pacnanaemocrhb

"Remarks : The Product confirms to ND/
Itpumeuanue: [poayxT coorrercTpyeT TpedoBaHnam HJI

Analysis performed according ND: / Anaans nposeaen no HJI: JII1-Ne(001333)-(PT-RU)-251022

white film-coated |

| ABOSIKOBbIMYKIJIbIC

| Not more than 15 min /

Page 1 of4/Crp. 1 u3 4
Specification / Hopma

Oval, biconvex, white to off-white, film-
coated tablets plain on one side and engraved
with “R 5”7 on the other side. White to off-
white core on a cross-section. / OalibHble
TabNeTKH,  TOKPBIThIC
nneHouHoi obonoukoil Genoro wiu nourtu
0enoro UBETa, C OZIHON CTOPOHbI TNAJIKHe, HA
apyroit cropone rpasnpoBka «R 5». Ha
nonepeyHom paspese sapo oT Oernoro a0
noutu Genoro uBera.

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 yaepkuBaHus
OCHOBHOIO  IHKa  1Ha  XpoMaTorpamme
HCMBITYCMOrO pacTsopa JOMKHO
COOTBETCTBOBATH  BPEMEHW  YJEPIKHBAHWSI
OCHOBHOFO ~ fHKa Ha  XpoMaTtorpaMme
pacTBopa CTAHAAPTHOrO obpazua
JAEBOLCTHPU3MHA AWTMApOXAOpHAA (pasaci
«KonuuecTpennoe onpeaeneHiey).

133.25 mg = 4% (between 127.92 and
138.58 mg)/
133.25 Mmr+ 4 % (o1 127,92 no 138,58 mr)

He 6onee 15 mun

N

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / == Checked by Approv&i WMaﬂmge—r/E_xeculive/
[Tonrorosaeno: | ‘/u;) I‘lpoaepm@‘ sB 2 Opodpeno: Meudekep / PykoBoanTens
)58 N — S B
Date / 5 Date / Date /
—P5 LA DN XD
Jama: 7P P72 | f: o4~ 07-2023 | Fan: -




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Alferway film-coated tablets 5 mg
[TpoaykT: Annepsaii TabACTKH, MOKPbITHIE NAEHOUHOH 000NOYKOH, S MP

Batch No / : C2308127 Batch Quantity / : 1040300 tab / -
Ccpua No - - | O6bem cepum 1010300 Tab o
Analytical Report No / : 890001675080 Date of Analysis / : 20/07/2023

| AHanutuueckuit oryer Ne Jara ananuza
Date of Manufacture / : 06/2023 Date of Expiry / : 0572026
JlaTta npousBoacTBa I'open no

5 |

Analysis performed according ND: / Anaans nposeaen no HJL: HI]-NQ(OOI333)—_(P1"-RU)—251022

Page20f4/Crp.2 u3 4

Dissolution / PacTBopenue

lielated Substances / Poacreennnie npumecu

lﬁpurity A/ Tlpumecn A

Unit-1/Ta6a.-1 99%
Unit-2 / Ta6n.-2 99%
Unit-3 / Ta6n.-3 100%
Unit-4 / Tabn.-4 100%
Unit-5/Taon.-5 101%
Unit-6 / Tabn.-6 100%

" NLT 80% (Q) of label claim of levocetirizine

1 dihydrochloride after 20 min.. / He menee
80 % (Q) OoT HOMMHAJNBLHOTO COACpXKAHHS
NIEBOUETUPH3KHA AMIHAPOXIOpUAa  uepes
20 mMuH.

Not detected / He oBHapyxkena

Impurity B/ T1pnmecs B

' I_mpurity C/ Hpumecs C

0.01% /0.01%

Below LOD (LOD :0.006 %) / Huxe
npenena oonapyxernns (110 :0,006%)

Impurity D/ Tlpumecs D

Impurity E / Tlpumecs E

Impurity F / TTpnmecs F-

Impurity RCT-3 / Tlpnmecs
RCT-3

Less than LOQ (LOQ: 0.004%) Huke
npejaena KoOAMUeCTBEHHOro
onipeaesnenns (IMKO : 0,004%)

Less than LOQ (LOQ: 0.023%) Huxe
peaena KOJHUECTBEHHOO

{onpeaenchus ([TKO : 0,023%)

Below LOD (LOD :0.014 %) / Huxe
npenena odbnapysxkenns (110 :0,014%)

0.04% /0,04%

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

Not more than 0.4 % / He Gonee 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 % / 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/
ITpumeuanue: [poaykT cooTBeTcTBYET TpeboBaHnam HJ{

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

[Toarorosneno: q@ =

Checked by /

[Tposeperia:

~0

.

Approved by: Manager/Executive /
OpodpeHo: Menekep / Pykosoanrens

Y’

Da
Jla

te /
Ta:

7P -072

Date/ <
Jara: o ~0'7.\9@95

Date /

I QU B~
aTa:




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

Produict : Allerway film-coated tablets 5 mg

CEPTUDUKAT AHAJIN3A

' IpoaykT: AnnepBail TaBAETKN, NOKPbIThIE MIEHOUHOH 000/104KOH, 5 MT

Batch No / - C2308127 Batch Quantity / : 1040300 tab/

CepusiNe | Obbem cepum 1040300 Tad

Analytical Report No / - 890001675080 Date of Analysis / : 20/07/2023 -
Ananntnyecknii oruer No S JlaTa ananusa

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

Mara NpousBoacTsa l"onen no - -

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITT-Ne(001333)-(PI-RU)-251022 o o

Page 3 of 4/ Crp. 3 w3 4

Any individual unidentified
impurity / Jliobas eauunynas
HeHACHTH(DHIIMpOBAHHAS]
rIpumMech

“Total impuritie;/ _E
Cymma npumecei |
Less tl
[Hiske

Chiral purity / Xnpasbnas
JHICTOTA

BDL / perucrpauuu

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

0.1%/0,1%

han LOQ (LOQ: 0.0425%)
I'lpCIlCﬂa KOJMHUYECTBCHHOT O

|onpeaenetus (ITKO : 0,0425%)

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

S-isomer - not more than 1.5 %
S-nzomep - 1ie bonee 1,5 %

Loss on drying / Iloteps B
mMacce 11pH BLICYLIHBAHHH

a) Total Aerobic Microbial
Count / Obuiee uucno
| a7p0o0HBLIX MUKPOOPraHU3MOB

b) Total Combined Yeast and
moulds count / O61uee yucno
JIPOACKEBBIX 11 TIICCHEBBIX
rpuooB

[ ¢) Escherichia Coli

Uniformity of do_sage units /
OnHopoaHOCTL 103HPOBAHISA

3.2%1/3,2%

Microbial enumeration tests* / Mukpo6GHoJioruueckast 1icrora®

Lessthan 10 CFU per 1 g
Menee 10 KOEB I 1

Less than 10 CFU per 1 g/
Menee IOKOEB 1 1

| Not more than 6.0 % / He bonee 6,_0 %
Not more than 10° CFU per | g/
He Gonee 10° KOE B |

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

Absent in 1 gram /
OtcyTcTBYET B | T

22122

Shell be absent in | gram /
OtcyTetBrEe B I T

Acceptance value (AV) should not be more
than 15.0. / Tlokazarens npuemaemMocTH
(AV) nomxeH ObiTh He Honee 15,0.

Remark;: The Product c&wﬂrms to N/

Prepared by /

IToarorosaeHo: @

Date/ j/rﬂ?(ﬁ?&jfz_

Hara:

Hpumeuanue: [lpoaykt coorsercTByeT TpeboBaHam HJ

Checked by /

Mposepetiyr 7 _h

) <
Date /
Jara:

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

O\ ~07~20923

Approved by: Manager/Executive /
On00peno: Menepxep / Pykosoanress

s

Date /

JlaTa: U9 AT




Dr.Reddy’s €

Product : Allerway film-coated tablets 5 mg
[TpoayKkT: Annepsiid TaONETKH, MOKPLITBIE MAEHOYHOH 000N0UKOH’, 5 MT

| Batch No /

| Cepust Ne
Analytical Report No /
AnanuTnyecknii otuet Ne
Date of Manufacture /

| [laTa 1npon3BOACTBA

| Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(001333)-(PI'-RU)-251022 )

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

: C2308127 Batch Quantity / 1040300 tab / O
O0bem cepun 1040300 Tab

: 890001675080 Date of Analysis / : 20/07/2023
JlaTta ananuza -

: 06/2023 Date of Expiry / : 05/2026
Tonen no

]

Pagedof4/Cip. 4 uz 4

| 9 | Assay / KoauuecTBennoe
' onpeaenenme
10 | Packaging / YnakoBka

5.01 mg/ 5,01 mr Between 4.75 mg and 525 mg of

levocetirizine dihydrochloride per tablet. /
Ot 475mMr po 525 Mr feroueTHpusuta
AWTHApOXJOpUAa B TabneTke.

10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient
information leaflet in a carton pack. / Ilo 10 Tabnetox B 6ancrep u3 (J1A/AJI/TIBX)
(donbru / antomunnesoli Gonbru. Tlo 3 Gancrepa BMeCTe ¢ NMCTKOM-BKNAAbILIEM B
NayuKy KapTOHHYIO,

* It is 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. /

* TIpoBoAHTCS NPOU3BOMTENEM NPH BBIMYCKE NEPHOAMUECKH (C UHTEPBANOM OAHO HCMbiTaHue Ha 10 cepuil Hnu ne
Metiee | pasa B ron). [MokazaTens MoxkeT ObITh HE BKMOUEH B CEPTH(MKAT avann3a Gupmbi.

API name / Haumenosanne AD®C:

. INN / MHH:

' API manufacturer batch number /
Homep cepnu npoussoautensi ADC:
FP Manufacturer API Batch number /

| Homep cepnir cyGeranuum
| npounssoanTens I'JI1d:

| API Manufactured by & country /

| Hpoussoanrens ADC, cTpana:

Levocetirizine dihydrochloride / JleBoueTnpusita aurnapoxiaopia
Levocetirizine / Jlepouetnpnsni
ACQHO000387

FCQAQ0416

Dr. Reddy's Laboratories Ltd., India/
H-p Peann’c Jlabopatopue JIta., Muana

Remarks : The Product confirms to ND/
Ilpumeuanue: [poaykt cooTBeTcTBYET Tpeboranusm HJI

Conclusion : APPROVED /
Zakaouenne: OJJOBPEHO

| Prepared by /

ljﬂ();’ll‘oTOBﬂQHO; @

Checked by /___

Mporepen G jf\-]

Approved by: Manager/Executive /
On06peno: Menegxep / PykoBoaHTENb

—~F

———

Date /
| v

g_/ TP —073

Date /
Jlata:

Date /
| JlaTa:

U -0 O3

21-07-207.

-




