Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A

Produc?ﬁ\llerway film-coated tablets 5 mg

IMponyKr: Annepesit TabneTku, NOKPLITbIE NIEHOYHON 060104KOii, 5 MI

Market / Puinok

: Russia/ Poccus

No i 40300 tab /
Batch No. / . 2400343 Batch Quantity / : 1040300 ta
Cepus o B Pazmep cepun 1040300 Tab
Analytical Repovrt No. / . 890001715394 Date of Analysis / . 31/01/2024
AHanuThuecknii oTueT No ~ |Mara ananuza o
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026
Jara npoussoacisa TI'ogen po
Mfg. License No. /
Tpon3zBoacTBeHHAS : S9/RR/AP/9T7/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Juuen3usa Ne B

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

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

Page 1 of 5/ Crp. 1 m3 5

Ne Test / IlokazaTeab

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance / Onucanne

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. / OBanbuble
LIBOSIKOBBIMYKIIbIE TabneTky,
MOKpPbITbIE MJICHOYHON 000J04KOH
fenoro 1BeTa, C OJHOW CTOPOHBI
rnaakie, Ha JIpyrod  CTOpOHE
rpaerpoBka «R 5». Ha nonepeynom
paszpese 44po 0eoro LBeTa.

2 | Identification
Levocetirizine/
Hnenrndpukanus
JlesoneTnpu3nn

Complies as prescribed /
CootrseTcTBYET TpeGOBAHUAM

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 TBOSIKOBBIMYKJIbIE
TabNETKH, MOKPBIThIE TUIEHOYHOM 000510uKOH
Oenoro MM moyTtn Oenoro LBera, ¢ OJHOM
CTOPOHBl TNajKue, Ha JpPYTrod CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom paspese
s]1po oT 6enoro 1o nouTH 6€10ro ugera.

| 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 ynepxnBaHus
OCHOBHOTO  TMHKa Ha  XpoMarorpammMme
MCIIBITYEMOTO pacTtBopa JIOJDKHO
COOTBETCTBOBATh  BPEMEHH  YAEP)KHBaHHA
OCHOBHOTr'O N1MKa Ha XpoMaTOrpaMMe pacTsopa
cTaHjapTHoro ofpasua  JEBOLETUPH3HHA
auruapoxnopuna (pasnen «Konnuectpennoe
ornpenencHue).

3 | Average weight /
Cpennsisi Macca

133.44 mg/ 133,44 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr =4 % (ot 127,92 no 138,58 mr)

4 | Disintegration /
Pacnapaemocthb

4 min/ 4 MyuH

Not more than 15 min/ He 6oJiee 15 Mun

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilpoaykr coorsercTByeT Tpeboanunsam HJI

Conclusion : APPROVED /
3akmouedune: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

TlonroToBneHo: M Ilposepeno: OpobpeHo: M(;%Lt‘._}_lf]ft_ﬁ_p / PyxoBoanTenb
Date / 2w Date / Date /

Vo | W . 0) Yoy
Jlara: d Jara: ?\f@l "W Jara: 2| |




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Produ'ct‘:_Allerway film-coated ta

blets 5 mg

Tlpony Kr: Ajtepssii TabneTky, NOKpLITLIE MNEHOUHOR 0600 Koil, 5 MT

Market/ Poinok

: Russia / Poccus

Batch No. / ' Batch Quantity / 1040300 tab /

Cepua Ne ¢ 2400343 - | Pasmep cepun 1040300 Tab

Analytical Repourt No./ . 890001715394 Date of Analysis / . 31/01/2024
AnaanTuyeckuii oTyeT No Jara aHanu3a

Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

Jara yiponssoncisa I'open oo

Mfg. License No. /

ITponzBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT-RU)
JuueH3ua Ne

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

Page2 of 5/Crp.2m3 5

5 | Dissolution / PacTBopeHue

Unit-1/Ta6.-1 95 %
Unit-2 / Tabn.-2 97 %
Unit-3 / Ta6n.-3 96 %
Unit-4 / Ta6n.-4 96 %
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 97 %

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
% (Q) OT HOMMHAJBHOTO COJepKaHHd
neBONETHpU3MHA AUTUAPOXIIOpuaa uepes 20
MMH.

Related Substances / PoacTBennble npumecn

| Impurity A / Tlpumecs A

Impurity B / Ilpumecs B
0.02%/0,02%

_Ir_np_ur_ity C / Tpumeck C

| Impurity D/ TTpumecs D

| Impurity E / pumecs E
0.04%/0,04%

Il?purity F /Tlpumecs F

| Impurity RCT-3 / Ipnmecs |0.10%/0,10%

Not detected / He_o6Hap);KeHa

Not detected / ne oOnapyxena

Not detected / He oORapyxeHa

Below LOQ (LOQ = 0.047 %) /
Huxe npenena Konu4ecTBEHHOTO
onpeaenenns (IIKO = 0,047 %)

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

Not more than 0.4 % / He Gosee 0,_4 %

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

| Not more than 0.4 % / He Gonee 0,4 %

"Not more than 0.4 % / He Gonee 0,7%

RCT-3

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

' Not more than 0.30 % / He Gosee 0,30 %

Remarks : The Product confirms to ND/
Ilpumeuanne: [1poaykt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: M [IpoBepeHo: I/@ OpobpeHo: Menejukep / PykoBoauTens
Date / Date / Date / « oy

{ e 2).0) e
Jara: Uls Jata: 3\@’FW4 Jlata:




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Allerway film-coated tablets 5 mg
I poay Kt Asuiepaii TabneTky, NOKPLITHC NAEHOUHON obostouKoil, 5 MT

Market/Poinok : Russia / Poccust

| Batch No. / Batch Quantity / 1040300 tab / T
Cepusa M § (62400345 Pasmep cepun 1040300 Tab

Analytical Repo:‘t No./ . 890001715394 Date of Analysis / . 31/01/2024

ARnanuTuuecknii oTuer Ne Jara ananusa o
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JaTa HponssoiciBa Topen no

Mfg. License No. /

IpouzBoacTBEeHHAs 1 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
nuueH3un No

JIT1-Ne(001333)-(PT'-RU) ot 15.11.23

Analysis performed according ND No / Ananu3 npose;eﬂ no HJ Ne: JIIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3 of 5/Crp.3 w35

Any individual unidentified
impurity / Jrobas ennnuuHas
HEHACHTH(UIUPOBAHHAS
TpHMech

Below BDL (BDL= 0.05 %) /
Huxe nopora peructpaunu (I1T1P
=0,05%)

| Total imf)u;itgs /
Cymma pumeceit

0.2 %/0,2%

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

| Not more than 1.5 % / He Gonee 1,5 %

7 | Chiral purity / XupanbHas
YHCTOTA

8 | Loss on drying / H(;Tep_ﬂB
Macce NPy BLICYIINBAHUHN

Below LOD (LOD = 0.0138 %) /
Hwxe npenena obnapyxenus (110 =
0,0138 %)

S-isomer — not more than 1.5% /

S-uzomep — ne Gonee 1,5 %

2.5 %/2,5%

9 | Microbiological purity*/ Mukpo6unoaoruueckast U4ucrora*

a) Total Aerobic Microbial
Count / Obmiee yncno
29pOOHBIX MUKPOOPraHN3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

b) Total Combined Yeast and
moulds count / O61uee uncio
JIPOMOKEBBIX U TIIIECHEBBIX
rpu6oB

Less than 10 CFU/g /
Menee 10 KOE/r

c) Escherichia Coli

Absent in 1 gram /
OtcyrcTBYeT B | I’

[ Not more than 10° CFU/g /

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

He 6onee 10° KOE/r

| Not more than 10 CFU/g /

He 6onee 10?2 KOE/r

“Shall be absent in 1 gram /
OrcyrctBue B 1 1

Unifmﬁty:f dosage units /
OaHOpPOAHOCTD 103 POBAHNS

10

5.2/5,2

Acceptance value (AV) should not be more
than 15.0./ [lokazarens npuemaemoctu (AV)

JoJkeH 6biTh He Oonee 15,0.

Remarks : The Product confirms to ND/
Ipnmeuanne: IlpoaykT coorBeTcTBYET Tpebosanusm HJJ

Conclusion : APPROVED /
3akniouenne: OJOBPEHO

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

[ToaroTosneno:; m ITposepeno: Onobpeno: Menewkep / Pykosoantens
TRy

Date / —o | A Date / Date / 0} .oy

Jara: el Jlara: 3\’“@' "W‘/’ JlarTa: z|-o)




Qe
Y °Q CERTIFICATE OF ANALYSIS
Dl‘. Reddy S ‘-’ CEPTUDOUKAT AHAJIM3A

Product: Allerway film-coated tablets 5 mg
I pojay Kt: Ajieproii TaGAETKH, MOKPBITLIE MJIEHOYHON 000104 KOii, 5 MT

Market / Pbinok : Russia / Poccus

Batch No./ _ Batch Quantity / 1040300tab/

Cepua e : [C2400345 Pasmep cepun " 1040300 Tab o |
Analytical Repourt No. / . 890001715394 Date of Analysis / . 31/01/2024

AHanuTHyecknii oTuer No | laTa anaausa B - B
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JlaTa mpon3BoacTBA - Toaen o - ]
Mfg, License No. /

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

Junen3hs Ne
Analysis performed according ND No / Ananus nposeaen no HJ Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JI-Ne(001333)-(PT'-RU) ot 15.11.23

Page 4 of 5/ Crp. 4u3z 5
11 | Assay / KonnuecTBenHoe 4.84 mg /4,84 mr Between 4.75 mg and 525 mg of
onpejenenne levocetirizine dihydrochloride per tablet. /
Or 4,75 mr po 5,25 MIr JneBoUETHpH3NHA
JUrKApoxJopuaa B TabieTke.

12 | Packaging / Ynakoska 10 tablets in a (PVC/AI/PVC) foil /| 7 or 10tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with | aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / Ilo 10 Tabnetox B |/ Ilo 7 unn 10 Tabnetok B Onucrep M3
6mactep us (ITA/AJI/TIBX) donweru | (TTA/AJI/TIBX)  donsrn  /  antoMuHKueBol
/  amomunueBoil ¢onbru. Ilo 3 | donsru. Ilo 1, 2 unu 3 GnucTepa BMecTe ¢
6cTepa BMECTe C MHCTPYKIMEH N0 | MHCTPYKIMEH [0 NPYMEHEHHIO (JHCTKOM-
NIPUMEHEHUIO (IMCTKOM- | BKIIQJbIlIEM) B NAYKy KapTOHHYIO.
BKJIa/IbI1IEeM) B 129Ky 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.

* [TpoBOUTCS NPOU3BOAUTENEM NPH BRUTYCKE NEPUOANYECKH (C HHTEPBAIOM OJHO ucnbiTanne Ha 10 cepuil unu He Meree | pasa B roa).
IokaszaTtens MOXeT GbITh HE BXIJIOUEH B cepTudpuKar aHanu3a Pupmsl

API name / HanmenoBanne A®C: Levocetirizine dihydrochloride / Jleouetnpusuna auruapoxaopua
INN / MHH: - Levocetirizine / JlepoueTupusunn

API manufacturer batch number /

Homep cepun npousBoantens ADC: AICQEI0IZGY -

FP Manufacturer API Batch number /

Homep cepuu cyGcrannuu FCQAQ01947

npoussoguTeas I'J1d:

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

IIponssoaurens ADC, crpana: H-p Pennu’c Jlabopatopuc JIta., Muaus

Name, address, authorization No for Survey Ne41, (Formulations Technical Operations - Unit-11T), Bachupally |
FP manufacturing site / Control site / Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Release site / |

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: Ilpoaykr cooTeTcTBYET TpeboBaHnsM HJJ 3axatouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tlonrorognexo: M ITpoBepeHo: L@ OnobpeHo: Meheiep / PykoBoauTENb
Date/ v Date / Date /

SR Aoy 20y
Jara: A JlaTa: 2‘”@’ I'Q—UU/I Jara: 1o




@e
L/ S CERTIFICATE OF ANALYSIS
Dr’ Reddy s ‘-. CEPTUOUKAT AHAJIM3A

_Proaugtﬂ:_ mrway film-coated tablets 5 mg

I pouy Kt: Aspiepsail Tabuerin, NOKpLIThIE NASHOUHOH 060M104KON, 5 MT o

Market / Poinok : Russia / Poccus

Batch No./ . Batch Quantity / 1040300 tab / -

|Cepust Mo g (€2400545 Pazmep cepun 1040300 Tab __
Analytical Repovrt No. / . 890001715394 Date of Analysis / . 31/01/2024

AHanuThuecknii oTuet Ne JlaTa anajausa -

Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

Jlana i ponssojctBa |Tonxen no B _
Mfg. License No. /

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

mmuenss Ne _ -
Analysis performed according ND No / Anaims nposeaen no HJI Ne: JIXI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page 5 of 5/Crp. Su3z 5

HaumenoBaHnue, agpec u Homep Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

JIMIEH3HN TIOIIATKH, No 59/RR/AP/97/F/R)

ocyulecTBJIsIIONei Vuacrok Ne 41, (TTpoussoacteentoe noapasnenenue-111), bauynannm

NPOM3BOACTBO/KOHTPOb Bunnamk, Bauynannu Manjaan, Menuan Mankapokrupy JIHcTpukT,

kauecrBa/Boimyck [JID / Bbauynanmm (B), bauynannu (M), Menuan-Mankamxrupu (), rar
Tenanrana, Muaus (JInuensnsa 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.

3akioyeHre 0 COOTBETCTBUM: «HacTos1NM 1 NOATBEpxk A0, UTO NPHUBEACHHAs Bblllle HH(POPMaLHs SABISIETCS OCTOBEPHOH
1 TOUHON. DTa cepnsi NPOAYKIMH NPou3Be/ieHa (BKJItOUas YITAKOBKY (MapKUPOBKY) U KOHTPOJIb KAYECTBA) Ha BBIIIEYKA3aHHOM
NPOM3BOACTBEHHON miolaake (Miolllafikax) B TIONHOM COOTBETCTBMM ¢ TpeboaHuamu IlpaBui  pamiexaueit
npou3BoacTBeHHoH npaktiky (NeGMP-01887/21/IN or 28 anpens 2021) u TpeGoBaHMSIMH KOHTpONS KauecTBa
JleKapCTBEHHBIX CPEJCTB, & TakkKe B COOTBETCTBMM CO crneunduxallusiMu, COAepKallliMKUcs B PErMCcTPALlMOHHOM AOChe
CTpaHbl-UMNOpTEpa. 3aMnucH 1O TNPOHM3BOJACTBY, YMAaKOBKE M aHaln3y NpPOBEPEHbl, M YCTAHOBIEHO MX COOTBETCTBUE
TpeboBanusam [IpaBun Haasnexaineii Npou3BOACTBEHHON NPaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [IponykT coorBercTByeT Tpebosanusm HJJ 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloprotosnexo: m IIposepeno: é@ Opnobpeno: Menemkep / Pykosonntens
Date / U o | AR Date / Date / 2.0} oY

Jara: Jlara: 3\@’ Pwu/‘ Jara:




