Dr.Reddy’s €

L

Batch No /

Cepus Ne

Analytical Report No /
AnanuTuueckuit otuer Ne
Date of Manufacture /
Jlata nponssoacTa

Ne Test/ MokazaTenb

1 | Description / Onmcanue

| 1dentification

W

Levocetirizine/

UpenTuduranust

| JIesouernpusnn

Product : Allerway [ilm-coated tablets 5 mg
[posaykT: Anepraii TaGnerkn. mokphiThle NNEHOUHOH 00010UKOH, 5 MI

”Oval, biconvex, white film-coated

CERTIFICATE OF ANALYSIS

CEPTHOUKA L AITAJIM3A

- C2308126 Batch Quantity / - 1040300 tab /
Ob6bem cepun 1040300 Tab

: 890001674718 Date of Analysis / : 20/07/2023
Jlara aHanuza

: 06/2023 Date of Expiry / : 05/2026
T'onen no

Analysis performed accord_ing ND: / Ananus nposejen no Hﬂ:ﬁl’l—Nh{OOlB% )-(PT-RU)-251022

Result / PesyabTaTnt

tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OBanbHble

JIBOSIKOBBINYKJ1blE TabneTKH,
MOKPbITBIC  MJICHOYHOK  000J0UKOH
f6enoro uBeTa, € OJAHOH CTOPOHDI
rnagkide, Ha  Apyrod  cropone

rpaBupoBka «R 5». Ha nonepesnom

pa3spese sj1po Genoro 1pera.

Complies as prescribed /
CootBeTcTByeT TpeOOBaAHMAM

| 3 K/emgeweight/
Cpeanss macca

4 | Disintegration /
PacnagaemocTb

132.78 mg / 132,78 mr

05 min/ 05 un

Page10f4/Crp. 1 u3 4
Specification / Hopma

Oval, biconvex, white 10 _of?wme: 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. / OsasibHble
JIBOSIKOBBINYKJIblE  TaONETKM,  MOKPbIThble
nJaeHouHol obonoukoi 0enoro MAK NoUTH
0enoro 1BeTa, ¢ O/IHOH CTOPOH LI INaJIKHE, Ha
Apyroil cTopoHe rpasupoBka «R 5». Ha
TOMEPEUHOM pa3pe3e aApo OT Oeyoro Ao
nouty H6enoro 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”). / Bpems yaepyBaHus
OCHOBHOrO  THMKa Ha  XpomaTorpamme
UCTIBITYEMOrO pacTBopa JIOSKHO
COOTBETCTBOBATL  BPEMEHH  YACP/KHBAHMSI
OCHOBHOI'O  [IHKAa HA  XpomaTtorpamme
pacTBopa CTaHAAPTHOTO obpasua
NEBOLETHPH3WHA AHTHApOXJopUaa (pa3jen
«KonnuecTBeHHOE ONpeseSeHHEN).

133.25 mg + 4% (between 127.92 and |
138.58 mg)/
133,25 Mr % 4 % (ot 127.92 10 138.58 mr)

| Not more than 15 min/

He 6onee 15 Muu

Prepared by /
[ToarotoBaeno:

[

Remarks : The Product confirms to ND/
[Ipumeuanne: [TpoayxT coorseTcTBYeT TpeboBannam HJL

| Conclusion : APPROVED /

Zakmwouenne: OJJOBPEHO

Checked by /
l_ljmﬂcpcn(/ AN /D
g )

Approved by: Manager/Executive /
Opobpeno: Menepkep / PykosoanTeb

Date /
Hara:

7|09 —H073

Date /
Hara:

21 ~07~2025

Date /

Jara: U -0 3




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUEAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg -
[poaykT: Annepsaii TabaeTkH, NOKPbITbIE MJICHOUHOH 000J104KOH, 5 MI B B

Batch No / - C2308126 \ Batch Quantity / - 1040300 tab /

Cepus Ne Obbem cepun 1040300 Tabd B
Analytical Report No / © 890001674718 Date of Analysis / © 20/07/2023

Ananutndeckuit otTuer No - Hara ananusa

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

Jara npownssoacrsa I'onen no - |
Analysis performed according ND: / Anaans nposeaen no HJI: JITT-Ne(001 333)-(PI-RU)-251022

Page 2 of 4/ Cip. 2 w3 4

|5 DiSSOll;ti_OWPHCTBopeHMe [ Unit-1/ Ta6n.-1 | 98% NLT 80% (_Q) of label claim of levocetirizine |
g 0. N fler .
Unit2 / Tabna 99% dlhg/drochlonde after 20 min.. / He meHee
’ | 80 % (Q) OT HOMHHANILHOIO coaepKaHNs
Unit-3 / Tabn.-3 99% NIeBOUCTUPU3HHA  AWMTHAPOXJIOpHaa uepes
- 2
Unit-4 / Ta6n.-4 100% | 20 MU
| Unit-S/Tabn-5 |  100%
| — .
| Unit-6 / Tabn.-6 101%
S | 1 _—
6 | Related Substances / PoncTBennbie npumecu
lmpurity_A / Tlpumecs A Not detected / ne obHapyxcHa | Not more than 0.4 % / He Gonee 0,4 %
| Impurity B/ [pumecs B | Not more than 0.4 % / He 6onee 0,4 %
| 0.01% /0,01%
Impurity C / Hpumech C “|Below LOD (LOD :0.006 %) / Huxe | Not more than 0.4 % / He 6onee 0,4 %
npenena obHapyxenus (110 :0,006%)
| Impurity D / lipumecs D [Less than LOQ (LOQ: 0.001%) Huxe | Not more than 0.4 % / He 6onee 0,4 %

npeaena KOJUMUECTBEHHOMO
onpenenenus (FNKO : 0,004%)

Less than LOQ (1.0Q: 0.023%) Huxe
fipeiesia KoJIMUeCTBEHHOro
onpenenenns (IKO : 0,023%)

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

Impurity E / ITpumecs E Not more than 0.4 % / He 6o7ee 0,4 %

! Impurity F /pumecs F | Not more than 0.4 % / He Gonee 0,4 %

|
Impurity RCT-3 / Tlipumecs Not more than 0.30 % / He 6onee 0,30 %

S 10.04% /0,04%
_ |

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

I pumeuanne: TlpoaykT coorBeTcTBYET TpeboraHusm HJJ 3akmouenne: OJOBPEHO

Prepared by / = Checked by / =y R | Approved by: Manager/Executive / |

[Toarorosneno: | “*DJ ﬂpOBepeHc(' '8 \/_75 OpobpeHo: Menekep / PykosoauTens
S _.1/\'_. | I : =

Date / —_ = Date / Date /

Z)o'7-303% WP 5 =03

| Hara: ! ‘7_ JaTa: 2(~07~2023 | Hara




@-s
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

| Product : Kllerway film-coated tablets 5 mg
[poaykr: Annepsoii TabsieTku, NOKPbITLIE NACHOUHOI 060404KOH, 5 MI*

| Batch No / . C2308126 [ Batch Quantity / 1040300 tab /

 Cepus Ne - | O6bem cepun - 1040300 Tad
Analytical Report No / : 890001674718 Date of Analysis / : 20/07/2023
AHanuTHYECKKH oTueT No - Jlata aHanu3a -
Date of Manufacture / : 0672023 Date of Expiry / : 05/2026

Mara npousBoacTtsa Topen 1o

| Analysis performed accor(ﬁgﬁ): / AHAJIN3 TIPOBEAEH No H_Il: JITT-Ne(001333)-(PI'-RU)-251022 _

Any individual unidentified
impurity / Jliobas eanuuynas

Page 3 of 4/ Crp. 3uz 4
Not more than 0.2 % / He 6osee 0,2 %

BDL / peructpaumnu
HEWAEHTH(PHUMPOBAHHAS
npHMech
' Total impurities / 0.1%/0,1%

Cymma npumMeceh

7 | Chiral purity / Xupaasuan |Less than LOQ (LOQ: 0.0425%)
YHCTOTA Hwoxe npeaena xoanuecTseHHOro
onpepenenns (ITKO : 0,0425%)

8 | Loss on drying / Iloreps B 3.2%/3,2%
mMacce NpH BbICYyIIHBAHHU

' 9 | Microbial enumeration tests* / MUKpPOOHO/10rHUeCKAst YHCTOTA™

OtcyrctByeT B 1 1

| a) Total Acrobic Microbial I Lessthan 10 CFU perlg
Count / Obuiee yucio Menee IO KOEB 1T
a’poOHbIX MIKPOOPTaHU3MOB |
b) Total Combined Yeast and | Less than 10 CFU per 1 g/
moulds count / Obuiee uncno | Menee 10 KOEB I 1
JAPOKIIKEBBIX [ TJIECHEBBIX
rpubos

| c) Escherichia Coli T Absent in 1 gram /

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

S-isomer - not more than 1.5 %
S-uzomep - e donee 1,5 %

Not more than 6.0 % / He donee 6,0 %

| Not more than 10* CFU perl g/ R
He 6onee 10° KOE B | r

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

Shell be absent in 1 gram /
OrcyteTBue B | 1

8 | Uniformity of dosage units / 2.0/2,0
OLllIOpO}lHOCTb [103“])0B§I}ll/lﬂ

Acceptance value (AV) should not be more
than 15.0. / Iloka3aresnb npuemieMocTH
(AV) nomken 6b1Th He 6oaee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanne: Ilponykr coorsetcTByeT TpeGopanusm HJ|

Conclusion : APPROVED /
3akmiouenne: OJOBPEHO

' Prepared by / = Checked by / Approved by: Manager/Executive /
[MoarotosneHo: /T% ﬂpOBepeH@ /) Onobpeno: Menenxep / Pykosonures
Date / Date/ ) Date /

3)0)-F03% SRR L PV
Hara: / 7 JHara: ol ~0O 72023 | Hara: g




.'
Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

Product : Allerway film-coated tablets 5 mg

CLPTUOUKAT AFTATIHSA

[TpomykT: Annepioii TabJeTKW, NOKPLITHIE IIEHOUHOR 000JI0MKOI, 5 M

Batch No / 1 C2308126 | Batch Quantity / 1040300 tab /
Cepus Ne | O6nem cepuu 1040300 Ta6
Analytical Repoit No / 1 890001674718 Date of Analysis / - 20/07/2023
Ananutuuecknii otuet No JlaTa ananusa

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

Jarta npouzsoncrsa

Analysis performed according ND: / Anayns l'lEOBe[l_eH nmo HJI: JIT1-Ne(001333)-(PI'-RU)-251022

9 | Assay/ KoJueersennoe
onpejaenenne

10 | Packaging / Ynakonka

[

| Fonen no

5.00 mg/ 5,00 mr

Page 4 of 4/ Crp. 4 u3 4

| Between 4.75 mg and 525 mg

of |

levocetirizine dihydrochloride per tablet. /
Or 4,775mr po 5,25wmr IeBOUCTHPH3NHA |

JANTUApOXJOpKIa B TabneTke.

* 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 MPOUBOLMTENEM MPU BbITYCKE TIEPUOANYECKH (C MHTEPBAJIOM OAHO MenbiTatne Ha |0 cepuid Ui He
menee | pasa B roa). [okasarens MoxeT ObITh He BKJIIOUEH B cepTH(MKAT aHann3a GUPMBL.

- API name / Hanmenosanne AQC:
INN/MHH: -
API manufacturer batch number/
Homep cepun npoussoanresn ADC:
FP Manufacturer AP1 Batch number /
Homep cepun cybeTanumun
npoussoanTens I'JIM:
APl Manufactured by & country /
Iponssoanren, AMC, cTpana:

Levocetirizine dihydrochloride / Jleouetupnznna 4uruipoxaopu
Levocctirizine / Jlesouetnpusnt

ACQHO000387

FCQAQ00416

Dr. Reddy's Laboratories Ltd., India /
H-p Pepnn’c Jlabopatopuc Jlta., Maans

10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient
information leaflet in a carton pack. / I'lo 10 Tabnetox B 6anctep u3 (IA/AJI/TIBX) |
(oabri / amomnuueroit goabru. Ilo 3 Gnuctepa BMECTE € JINCTKOM-BKAAALILIEM B
1auKy KapTOHHY!IO.

I Remarks : The Product confirms to ND/

IIpumenanne: [Npoaykt coorseTcTBYET TpedoraHusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

Tloarorosseno: @/

lo 973

Checked by /___
HPOBCPGI-H(‘.// —~

Date /
Jlara:

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PyKOBOANTEN

——

o1 ~07~20274 |
—

Date /

Jara A 00 2N




