Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
NMpoaykT: Annepraii TabneTky, NOKPbIThie TNIEHOYHOH 06010UKOA, 5 MI'

Market / Puinok

: Russia / Poccus

nuuen3usa Ne

Batch No. / - Batch Quantity / 1040300 tab /

| Cepnst Ne RESES0EE Pasmep cepun * 1040300 Tad -
Analytical Repo:-t No. / . 890001734958 Date of Analysis / . 30/04/2024

| AHAMTHYECKHI 0THeT Ne Jarta aHaau3a -

Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027

JlaTta npousBoAcTBA T'ogen no

Mfg. License No. /

IlpouzBoacTBeHHAs! : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JIIT-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page1of S/Crp.1 m35

Ne Test / Iloka3zaTenn

Result / Pe3yabTathl

‘ Specification / Hopma

1 | Appearance / Onucanune

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
JIBOSIKOBBITTYKJIbIE TabJeTKH,
HOKPBITHIE TJIEHOYHOH 000104KOl
femoro 1BeTa, C OJHOH CTOPOHDI
rmaakue, Ha Jpyroil cTopoHe
rpaBupoBKa «R 5». Ha nonepeunom
paspese sapo Genoro 1Bera.

2 | Identification
Levocetirizine/
Hpentndpukanus
JleBoueTHpH3HH

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

3 | Average weight /
Cpeanss macca

134.37 mg/ 134,37 mr

'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. / OBanbHble ABOSIKOBLITYKIIbIE
TabneTKH, TOKPbIThbie MNEHOYHOHR o0bonoukoi
|6€710r0 MM TIOUTH OENOro uBeTa, ¢ OJHOM
CTOPOHBI TNaJIkKHe, Ha Jpyroil cropoHe
rpaBupoBka «R 5». Ha nonepeunom paspese
a1po oT 6enoro oo noyty 6enoro useta.

| 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”). / Bpemsa ynepxxupaHus
OCHOBHOrO  NHKa  Ha  XpomaTorpamme
UCTIBITYEMOFO pacTBOpa JIOJDKHO
COOTBETCTBOBAaTb  BpPEMEHH  YAEPXKHBaHHUS
OCHOBHOTI'O TMHKa Ha XpoMaTorpaMmMe pactBopa
cTaHfapTHoro  obpasla  JIeBOLETHPHU3MHA
auruapoxnopunaa (pasnen «KonnyecTBeHHOE
onpeaeneHuen).

133.25 mg + 4% (between 127.92 and 138.58 |
mg)/
133,25 Mmr +£4 % (ot 127,92 no 138,58 mr)

4 | Disintegration /
PacnagaemocThb

3 min/ 3 Mun

Not more than 15 min / He 6onee 15 MuH

Remarks : The Product confirms to ND/
IIpumeuanue: IlpoaykT cooTBeTcTBYeT TpeboBaHUsaM H]

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

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

[Tonrorosnexo: @ [IpoBepeHo: ( Opnobpeno: Menensep / PykoBoanTenb
J / 0;‘ “;‘,_,-a—"

Date / ) Date / Date / . ot

Jara: 204 e Tlata: Ao U ~10204 it 20. 04>
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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

INpoaykT: Ansiepeaii TableTKH, NOKPBITbIE TUVIGHOUHOH 060I04KOH, 5 MT

Market / PoiHox

: Russia / Poccus

Batch No. / Batch Quantity / 1040300 tab /
ey, o) .
Cepusa Ne 3 €2405082 Pazmep cepun " 1040300 Tab |
Analytical Repourt No./ . 890001734958 Date of Analysis / . 30/04/2024
AnanuTnyecknii oruer No JlaTa aHanu3a B
Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027
JaTa npon3BoacTBa I'open po
Mfg. License No. /
IponspoacTBeHHas! : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT-RU)
annensnn Ne

Analysis performed according ND No / Ananus nposeaen no HJ{ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

JII-Ne(001333)-(PI'-RU) ot 15.11.23

Page2 of 5/Cyp.2 u3 5

5 | Dissolution / PacTBopeHue Unit-1/Tabn.-1 99 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tan 2 100 % Odlhydrochlorlde after 20 min. / He menee 80
- % (Q) OT HOMMHaJIBHOIO COJAEpPXaHUs
Unit-3 / Tabn.-3 101 % | neBoueTUpU3UHA AMTUAPOXJIopHAa 4depes 20
Unit-4 / Tabn.-4 o7 % |
Unit-5 / Tabn.-5 101 %
Unit-6 / Tabn.-6 97 %

6 | Related Substances / PogcTBeHHbIe NpUMecH

Impurity A /Ilpumecs A Not detected / He oGHapyxeHa

Impurity B / [Ipumecs B

0.01%/0.01%
Impurity C/ Ipumecs C Not detected / He obHapyxeHa
Impurity D / Ilpumecs D Below LOQ (LOQ = 0.004 %)/

Hike npenena KONHUECTBEHHOMO
onpegenenns ([TIKO = 0,004 %)

Impurity E / Tlpumecs E
0.05%/0,05%

Below LOQ (LOQ = 0.047%) /
Hinke npenena KOAMUYeCTBEHHONO
onpenenenns (ITKO = 0,047 %)

Impurity F / Hpumecs F

Impurity RCT-3 / llpumecs

RCT-3 0.08%/0,08%

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 6onee 0,4 %

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

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

Not more than 0.30 % / He Gonee 0,30 %

Remarks : The Product confirms to ND/
Ilpumeuanne: I1ponykT cooTBeTcTBYET TpeboBaHusim HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBieHo: / ITposepeno: L@ OpnobpeHo: MCI-I’?{[}KEP / PyxoBoauTens
Date / -~ Date / Date /

o432 2004 .MM
Jara: Cie < 7‘)/ Hara: 8 oY “W Jara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
TipoaykT: Aniepsaii TabaeTKH, NOKPbITHIE MICHOUHON 06OIOUKOH, 5 Mr

Market / PoiHok

: Russia/ Poccus

nunensus Ne

Batch No. / Batch Quantity / 1040300 tab /
- C2 2 v
Cepns Ne - - 2405082 Pasmep cepun 1040300 Tab
Analytical Repourt No./ . 890001734958 Date of Analysis / . 30/04/2024
AHaJnTHYecKNil oTyeT No JlaTa ananunsa
Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027
Jata npon3BoacTBa Tonen no
Mfg. License No. /
IpousBoacTBeHHASE : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-N2(001333)-(PT-RU)

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Anaan3s nposeaen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page 3 of 5/Crp.3 m3 5

Any individual unidentified |Below BDL (BDL= 0.05 %)/ Huxe | Not more than 0.2 % / He 6onee 0,2 %
impurity / Jliobas ennHu4Has (nopora peructpaunu (I1P =0,05%)
HEWAEHTU(DULHPOBaHHAS
npuMech
Total impurities / 0.1 %/0,1% Not more than 1.5 % / He 6onee 1,5 %
CymMma npumeceii

7 | Chiral purity / Xupaasnas |Not detected / He oGHapyxeHa S-isomer — not more than 1.5% /
amcrora S-uzomep — He Gonee 1,5 %

8 | Loss on drying / IloTeps B 2.1 %/2,1% Not more than 6.0 % / He 6onee 6,0 %
Macce IpH BbICYIIMBAHUU :

9 | Microbiological purity*/ Munkpo0Guojornueckasi 4acToTa*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 10° CFU/g /
Count / Obluee 4ucno Meuee 10 KOE/r He 6onee 10° KOE/r
a3poOHbIX MHKPOOPraHM3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10° CFU/g /
moulds count / Obiuee yncno Menee 10 KOE/r He 6onee 10* KOE/r
JIPOXOKEBBIX W MIIECHERBIX [
rpuboB |
c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /

OrcytctByeT B I 1 OtcyTcTBHE B 1 T
—l(TTniformity of dosage units / 2222 Acceptance value (AV) should not be more
OnHopoAHOCTh 1031 POBaHMS than 15.0./ TloxazaTtens npnemnemoctu (AV)
JoJpkeH ObiTh He Gonee 15,0.

Remarks : The Product confirms to ND/
M pumeuanne: [poaykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: % [posepeHo: A@ Ono6peno: Menekep / Pykosoantens

Date / ‘ Date / Date / Q0.pL. oY ]
Jara: B 0'—04/40‘?"/ Jara: QOT@U - Jara:




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

TpoaykT: Annepraii TabneTKH, MOKPLITHE NJIEHOYHOH 000N0YKOH, 5 Mr

Market / Poinox

: Russia / Poccus

Batch No. / Batch Quantity / 1040300 tab /
: C2 2 .
Cepnst Ne - - A0 Pasmep cepun L 1040300 Tab
Analytieal Repovrt No./ . 890001734958 Date of Analysis / . 30/04/2024
| ARajuTiyecknii oTuer No Jata anaanza ]
Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027
JlaTta npou3BoacTBa Tonen po
Mfg. License No. /
IIpousBoacTBeHnas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
nuueHsnsg Ne

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Avanu3 nposeaes no HJ[ Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

Page 4 of 5/ Crp. 4 u3 5

aluminum foil blister. 3 blisters with
patient information
carton pack. / Ilo 10 Tabnetox B
6nucrep n3 (ITIA/AJI/TIBX) donbru
/ antoMuHueBOl (ONBIH.
facTepa BMecTe ¢ MHCTpYKLUeH no
NpPHUMEHEHUIO
BKJIaplllIeM) B TaUKy KApTOHHY!O.

leaflet in a

Ilo 3

(nucrtkom-

11 | Assay / KonndecTBeHHOE 4.95mg /4,95 mr Between 475 mg and 525 mg of
onpepesenne levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr go 5,25 Mr JeBOLETHPHU3MHA
JVTHPOXJIOopHza B TabNeTKe.
12 | Packaging / Ynakoeka 10 tablets in a (PVC/AI/PVC) foil /| 7 or 10tablets in a (PVC/AlI/PVC) foil /

aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ ITo 7 nmm 10 Tabnerox B Onucrep u3
(TTA/AJITIBX) donern /  amoMHHKEBOMH
¢doneru. Ilo 1, 2 unu 3 GaMcrepa BMecCTe ¢
WHCTPYKLUHEH 10 MNpUMEHEHUIO (JINCTKOM-
BKJIaJlbllLIEM) B aUYKY KapTOHHYIO.

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 scries or at least 1 time per year).
The indicator may not be included in the firm's certificate of analysis.
* [IpoBoAMTCS MPOU3BOANTENCM MPH BbITYCKE EPHOIMYECKH (C MHTEPBAIOM OAHO HenbiTalne Ha 10 cepuii v He MeHee 1 pasa B ron).
[Tokasarenb MoKCT ObITL HE BKJIFOUCH B CepTH(UKAT aHaNN3a (PUpPMBI

|_ API name / Hanmenosanue A®C:

Levocetirizine dihydrochloride / JleBoueTHpr3nHa IMrMAPOXIOPUI

INN / MHH:

API manufacturer batch number /
Homep cepuun npoussogntens APC:

Levocetirizine / JleBOLETHPHU3UH

ACQH002961,ACQHO004165

FP Manufacturer API Batch number
Howmep cepuu cybcranuun
nponspoaurens [JId:

/

FCQAO02247, FCQA02965

API Manufactured by & country/
IHponseoaurens ADC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c Jlabopatopuc JlTa., Muaus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

Haumenopanue, anpec u Homep
| JIMLIeH3HH NJ0UIAAKN,

Survey Ned41, (Formulations Technical Operations - Unit-III), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License
No S9/RR/AP/97/F/R)

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykt cooTBeTcTBYeT TpeboBaHUaM H]J

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /
IToaroTornexo: @ [IpoBepero: Z@ Onobpeno: Meneiep / PykoBoaunTes
Date / Date / Date /
04" - 40, , L0Y. 1
Jara: oy -7y Jlara: dorel AULL1 Tata: 10
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Dr. Red dy’s ".. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
_l:lfouym: Anneppail TAOICTKI, NOKPBITbIE MJIEHOUHOM 06G0I0YKOM, 5 Mr

Market / Peinok : Russia / Poccus

Batch No. / _ Batch Quantity / 1040300 tab /

Cepusi Ne =S Pazmep cepun 1040300 Tab

Analytical Repovrt No./ . 890001734958 Date of Analysis / . 30/04/2024

AHAJNTHYECKHI] oTueT No Hara anannza |
Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027

JlaTa npousBoacTBa Tonen a0

Mfg. License No. /

IpoussoacTBeHHAS ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)

nuueHsus Ne

Analysis performed according ND No / Anaqu3 nposeaen no HJ[ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) or 15.11.23

Page 5of 5/Crp. 5 m3 5

ocyuiecTBJAIOLIeH VYuactok Ne 41, (ITponzsoacteenHoe noapaznenenue-Iil), bauynannu

NPOH3BOACTBO/KOHTPOJIbL Bunnanx, bauynannu Mangan, Meauan Mankamxrupu Jvuctpukr,

kavecTBa/Beimyck [JID / bauynannu (B), bauynannu (M), Menuan-Mankamxrupu (1), wrat
Tenanrana, Unaus (Jlnuensus Ne 59/RR/AP/97/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements (No. GMP-01887/21/IN dt. 28 April 2021) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are
verified and their compliance with Good Manufacturing Practice.

3aKJIroYeHHe 0 COOTBETCTBUMH: «HacToANM 5 MOATBEPX A0, YTO NIPUBEEHHAS Bhillle HHPOPMALIHS SIBISETCA AOCTOBEPHOI
¥ TOYHOH. DTa Cepus NIpoAyKLMH NPON3BecHa (BKIIIOUas yNnakoBKy (MapKMPOBKY) H KOHTPOJIb KAUECTBA) Ha BLIlLIEYKa3aHHOM
MPOU3BOACTBEHHON Tnoumlaake (MIOWankax) B IIOJHOM COOTBETCTBMM ¢ TpeboBaHusMu [IpaBun Hamnexawmei
npousBojcTBeHHoN mnpakTvkn (NeGMP-01887/21/IN ot 28 anpenss 2021) u TpeGOBaHUSIMH KOHTPONA KauyecTBa
JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBMM CO CreUMUKALUIMY, COACPKAUIMMUCST B PETHCTPAlMOHHOM J0ChE
CTpaHbi-MMIIOpTEPa. 3alUCH MO NPOM3BOACTBY, YNAKOBKE M aHANU3y MpOBEpPEHBI, W YCTAHOBIEHO MX COOTBETCTBME
TpeboBanuam [IpaBun napnexareil NpoM3BOACTBEHHOM PAKTHKY,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeyanne: Ilponykr coorBeTcTByeT TpeGOBaHHsaM HJI 3axaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IlonrotoBneno; (@/ Tlpogepeno: @ Opnobpeno: Menemxkep / PykoBonnresb
F

_/

Date / 20_047_201‘?’, Date / &OPOUPW g:;ea:/ ?o, oY .M

Hara: Hara:




