. Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Market / Poinox

Mpoaykr: Annepesii TabsieTEH, NOKPLITEIE MIEHOUHOH 000s10uK0oill, 5 Mr

: Russia / Poccus

nuueHsns No

Batch No. / Batch Quantity / 1040300 tab /
- i 2 E
Cepnst Ne % C2405368 Pasmep cepun 1040300 Tab
Analytical Repovrt No. / . 890001734959 Date of Analysis / . 30/04/2024
AHanuTHYecKHii oTueT No HaTta anannsa - _
Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027
JlaTa npousBoacTBa T'onen no
Mfg. License No. /
IIponzBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

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

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

Page 1 of 5/Crp. 1 135

Ne Test / Iloka3aTennb

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / 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. / OBanbHbIe
JIBOSIKOBBINYKJIbIE TabNEeTKH,
NOKpBIThIE TIJIEHOUHOH 0007104KOMH
benoro 1uBeTa, C OJHOW CTOPOHBI
rnajgkve, Ha Jpyroil  cTOpoHe
rpaBupoBka «R 5». Ha nonepeysom
pazpese sapo Oenoro uBera.

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 JBOSIKOBBITYKJIIbIE
TabNETKH, TOKPhITbIC MAECHOUHON 000n0ouKoi
Genoro Wiy noyTH Oesoro LBETa, C OAHOH
CTOPOHBI TNafKKe, Ha JOpyroi cTopoHe
rpaBupoBka «R 5». Ha nonepeunom pazpese
A7po OT 6enoro 0 NoyTH 6eNnoro UBseTa.

Identification
Levocetirizine/
Anentuduxanus
JleBonernpusnx

Average weight /
Cpennstst macca

Complies as prescribed /
CooTBeTcTByeT TpeGOBAHHAM

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 ynepxxuBanus
OCHOBHOIO  JlHKa  Ha  XpomaTorpamme
UCMBITYEMOro pacTeopa JIOJDKHO
COOTBETCTBOBaTb  BPEMEHH  yIep)KHBaHMsl
OCHOBHOTO NMHka Ha XpoMaTorpaMme pacTBopa
cTaHjapTHoro  obpazua  JIeBOLETHPH3NHA
quruapoxinopuaa (pasgen «KonmnyecTBeHHOE
onpeneneHue).

133.85 mg/ 133,85 mr

133.25 mg + 4% (between 127.92 and 138.58

mg)/
133,25 Mmr =4 % (o1 127,92 no 138,58 mr)

Disintegration /
PacnagaemMocTb

3 min/3 MuH

Not more than 15 min / He 6onee 15 mun

Remarks : The Product confirms to ND/
Ilpumeuanne: [IpoaykT coorBeTcTBYEeT TpeboBaHusM HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotosnexo: [IpoBepeno: Onobpeno: Menemkep / PyioBoauTtens
) L7 A8 L=
Date / - Date / Date / n
20 ‘ Loy
Jara: 20 Y &4 Jlara: ZO r{QU ~2004 Jarta: e




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg -
Npoaykr: Annepsaii TabneTKH, NOKPLITHIE MIEHOUHOH 000104KOH, 5 MI
Market / PoiHok : Russia/ Poccus
Batch No. / Batch Quantity / 1040300 tab /

ey) .
Cepusa Ne : €2405368 Pa3mep cepun " 1040300 Tad
Analytical Repo:-t No./ . 890001734959 Date of Analysis / . 30/04/2024
| AHAJHTHYECKHH oTueT No JaTa ananusa |
Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027
Jata npousBoacrea Fonen no
Mfg. License No. /
I[ponsBoacTBeHHAasi : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)
anuensua Ne
Analysis performed according ND No / Ananan3s nposeaed no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JII-Ne(001333)-(PT-RU) ot 15.11.23

Page2 of 5/Crp.2 n3 5

5 | Dissolution / PacTBopenue

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

i dihydrochloride after 20 min. / He menee 80
[% (Q) OT HOMHHaIBHOTO COAEPXKaHHS

JIEBOLETUPU3HHA aurnapoxyopuja uepes 20

i MWH.

Unit-1/ Ta6x.-1 98 %
Unit-2 / Tabn.-2 100 %
Unit-3 / Ta6n.-3 100 %
Unit-4 / Tabn.-4 97 %
Unit-5 / Tabn.-5 96 %
Unit-6 / Tabn.-6 95 %

6 |Related Substances / PoacTBeHHbIE IPpUMecH

Impurity A /[Ipumecs A

Impurity B / [Ipumecs B

Impurity C/ IIpumecs C

Impurity D/ llpumecs D

Impurity E / Tlpumecs E

Impurity F / [Ipumecs F

Impurity RCT-3 / Tlpumech
RCT-3

0.03%/0,03%

Not detected / He obHapyxeHa

0.04%/0,04%

Below LOD (LOD = 0.014 %) /
Hinke npenena obuapyxeuus (110 =
0,014 %)

0.07%/0,07%

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.004 %) /
Hwxe npenena KonuuecTBEHHOTO
onpenenenus (ITKO = 0,004 %)

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

Not more than 0.4 % / He 6osee 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 Gontee 0,4 %

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

Remarks : The Product confirms to ND/
TIpumeuanue: TIpoaykt cooTBeTcTBYET TpeboBaHusm HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Homreromese % IlpoBepeHo: OnodpeHo: Menenucep / PyvicoBoauTens
Date / = Date / Date / Yy .oy

B o O\ ~ J0-0
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Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg

ITpoaykr: Annepesii TabneTkH, MOKPLITHIE MIEHOUYHON 060N0UKOH, 5 MI

Market / Peinok

: Russia / Poccus

auuen3ua Ne

Batch No. / ) Batch Quantity / 1040300 tab /

Cepus No + £2405368 Paszmep cepin " 1040300 Tab

Analytical Repovrt No./ . 890001734959 Date of Analysis / . 30/04/2024
AHaanTH4yeckuii oruetr Ne - JaTta anaansa

Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027

JaTa npou3BOACTBA T'oaen no

Mfg. License No. /

IIpou3BoACTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

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

Analysis performed according ND No / Auanu3 nposeaen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page3of 5/Crp.3 35

Any individual unidentified
impurity / Jlrobas enuHuYHas
HeuJIeHTH()H M POBaHHasl
TIPUMECH

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauuu (ITP =0,05%)

Not more than 0.2 % / He 6o1ee 0,2 %

Total impurities /
CymMa npumeceit

7 | Chiral purity / Xupanbnas
YHCTOTA

0.1 %/0,1%

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

Not detected / He oGHapykeHa

8 | Loss on drying / IloTeps B
Macce nNpu BeICYILIMBAHUH

2.5 %/2,5%

S-isomer — not more than 1.5% /

S-usomep — He Honee 1,5 %

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

9 | Microbiological purity*/ Mukpo6uosoruueckast Y4HcToTa ™

a) Total Aerobic Microbial
Count / Obmiee yucno
a3pOOHBIX MUKPOOPraHU3MOB

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

Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) Total Combined Yeast and
moulds count / O61iee uncno
JPOMOKEBBIX U MNECHEBbIX
rpr6oB

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

¢) Escherichia Coli

10 __Unifo_rn_lity of dosag:e units /

OaHOPOAHOCTH 103HPOBAHHSI

Absent in | gram/
OtcyTcTByeTB 1 1

Not more than 10° CFU/g /
He 6onee 10> KOE/r

| Shall be absent in 1 gram /

OrcyrctBHEe B 1 T

2.5/2,5

Acceptance value (AV) should not be more
than 15.0./ TlokazaTtens npuemnemoctd (AV)

IoJnkeH ObITh He Gostee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [lpoaykt cooTBeTcTBYeT TpeboBaHaM H/J

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

TloarotoBneHo: @ [lpoBepeHo: l@ Onobpeno: Menemkep / PykoBoautens
S
Date / Date / Date / T No%eleag]
O - 0. oM
Jlara: 20 47«2024/ Jlara: Joroy ~LolYy JaTa: .




CERTIFICATE OF ANALYSIS

Dr.Reddy’s €5¢

CEPTUPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
INMpoaykr: Annepssii TaGneTKH, NOKPHLITLIE MICHOUHOMH 000/0UKOH, 5 MT

Market / Pbinok : Russia/ Poccus

Batch No. / Batch Quantity / 1040300 tab /
- i
|Cepnn Ne :f @2400808 Pazmep cepuu " 1040300 Tab
Analytical Repovrt No./ . 890001734959 Date of Analysis / . 30/04/2024
|AHanuTH4YecKni oTyer Ne - JlaTa ananusa |
Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027
JlaTa npou3BoacTBA T'open po
Mfg. License No. /
Ilpon3BoacTBeHHAas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
auueHsus Ne

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

Analysis performed according ND No / Anaan3 nposenen no HJI Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page 4 of S/ Crp.4u35

11 | Assay / KonnuecTtBeHHOe 4.96mg /4,96 mr

onpejeseHne

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mr po 5,25 Mr neBOUETHpPH3MHA
JUrHapoxiopyuja B Tabnerxe.

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Tabneroxk B
6nuctep u3z (ITA/AJI/TIBX) donern
/ amomunuenoii domern. Ilo 3
fnucrepa BMECTE C MHCTPYKLIUEHN 110
TIPUMEHEH U0 (MUCTKOM-
BKJIA/IblILIEM) B MAYKY KAPTOHHYIO.

12 | Packaging / Ynakopka

7 or 10tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 wmm 10 Ttabnerok B Onucrep U3
(ITA/AJI/TIBX) donbrn  / anoMuHHEBOMH
doneru. Ilo 1, 2 unu 3 Gnucrepa BmecTe ¢
HHCTPYKLHEH 1O MPUMEHEHHIO (JIMCTKOM-
BKJIQ/IBIIIIEM) B TTAYKY KapPTOHHYIO.

* 1t is carricd 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.

i I'lponozun‘cu TNPDOH3BOANHTENCM NPH BLITTYCKE NMEPHOIHIECCKHU (C HUHTCPBAJIOM OJHO HCIIBITAHHUE HA 10 CCpHﬁ Ny He MeHee 1 pazaB ron).

[Tokazarens MOKCT ObITh HE BKIIIOYUEH B CEPTURMKAT aHanu3a hrpmbl

| API name / HauimenoBanue ADC:

Levocetirizine dihydrochloride / Jleouetnpusnna AMrHAPOXJIOPHA

INN / MHH:

Levocetirizine / JleBoueTHpusun

API manufacturer batch number /

Howmep cepun cyb6ecTannun
_npoussoauTens I'JId:

Howmep cepun npouzsoautens APC: ACQHO004165
FP Manufacturer API Batch number/
FCQA02965

API Manufactured by & country/
Ipounzpoaurens ADPC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c JIaboparopuc JIta., Uuaus

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

HanmenoBaHue, aapec H HOMep
JIMNEH3HH MI0LIAAKH,

Survey Ned41, (Formulations Technical Operations - Unit-111), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License
No 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/
I pumeuanne: [Npoaykr coorBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3aknrwuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneHo: % T1poBepeHo: Onobpeno: Meneukep / PykoBoantenb
Date / ~ Date / Date / = y Aoy

2o 30. o 20-0
Jara: go (S ;?7/ JHara: 26‘ cu PZOU/’ Jara:




De
. Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

[Product : Allerway film-coated tablets 5 mg =
Mpoaykr: Annepeaii TabneTky, NOKPLITHIE MIEHOYHOH 060/04KOMH, 5 MT
Market / Pbinok : Russia / Poccust
Batch No. / Batch Quantity / 1040300 tab /

. 2 2 -
Ceprist N ) C”405368_ - Pasmep cepnn 1040300 Tab
Analytical Repovrt No. / . 890001734959 Date of Analysis / . 30/04/2024
| AHAJIMTHYECKNIT oTHeT Ne Jara anannza - o
Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027
JlaTa npoM3BOACTBA Tonen xo
Mfg. License No. /
IIpousBoacTBeHHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
naunenzus Ne
Analysis performed according ND No / Anaams nposeaen no HJ{ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JIT1-Ne(001333)-(PI'-RU) ot 15.11.23

Page 5of S/ Ctp.Sm3 5

ocylecTBJsIIoEe VYuacrok Ne 41, (TTpouseoacteenHoe noapazaenenne-1II), bauynannn
NPOH3BOACTBO/KOHTPOJIb Bunnamk, bauynannu Manpan, Menuan Mankamxkrupy JJuctpukr,
kadecTBa/Boinyck I'JID / bauynannu (B), bauynannn (M), Menuan-Mankamxrupu (1), wrat

Tenanrana, Muans (JIuueusus 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.

3aksro4eHHe 0 COOTBETCTBUM: «HacTosIumM 5 MOATBEPXkKalo, YTO NPUBEACHHAN Bhllle HH(POpMaLHsl SBISETCS NOCTOBEPHOH
¥ TOYHOM. DTa cepysi NPONYKLWH Tponu3BeieHa (BKIOYAs YIAKOBKY (MapKHPOBKY) ¥ KOHTPOJIb KaueCcTBa) Ha BbIlIeyKa3aHHOH
NPOU3BOACTBEHHOH mjollaake (IJIOWAAKaX) B TIONHOM CoOTBeTcTBMM ¢ TpeOosaHusmu [lpaBun Haanexaieit
nponseoacteennoit npaktukn (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeboBaHMSIMH KOHTPOJII KauyecTBa
NEKapCTBEHHBIX CPENCTB, & TAaKkKE B COOTBETCTBUM CO ClelH(PHKANUIMH, COACPKALIWMHUCS B PETHCTPALOHHOM JIOChE
CTpaHbl-HMNOpTepa. 3amicH M0 TNPOW3BOACTBY, YNAKOBKE M aHanu3y NpPOBEpEHbl, H YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBaHuam [IpaBun Haanexailleli NpOU3BOACTBEHHOW NPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanue: [1ponykt coorBeTcTBYET TpeboBaHUsM HJI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
p y p g
IToaroToBneHo: @ i [IpogepeHo: A@ Onobpeno: Menemyxep / PykoBoauTeENb
/ £ —
Date /

Date / Date / Lo MM
Jarta: z0 ',??//2074/ Jara: Z oty r loty Hara: 30




