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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

Product ! Allerway film-coated tablets 5 mg
[IpoayT: AnnepBaii TabNeTkH, MOKPHITHIE TUIEHOYHOM 060JI0YKOM, 5 MT

Market / Prinok

: Russia / Poccus

'Batch No./ _ Batch Quantity / 1040300 tab /
Cepus Nt HE205E80 Pazmep cepun 1040300 Tab

Analytical Repogrt No./ . 890001811312 Date of Analysis / . 20/05/2025

AnanuTHyecknii oryeT Ne JaTta ananusa

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JaTa npoussoacrsa Togen no |
Mfg. License No. /

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

JUIeH3Hs No

Analysis performed according ND No / Anaau3 nposegen mo HJ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JIM-Ne(001333)-(PI-RU) ot 15.11.23

Page 1 of 6/ Ctp. 1 36

Ne Test / ITIokazaTean

Result / Pe3yabTaThl

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. / OBajbHbBIE
JIBOSIKOBBIMYKITbIE TabneTky,
MOKPBITBIE TJICHOYHOH 060J10uKoit
feforo 1Beta, ¢ OJHOH CTOPOHEI
rjJajKkue, Ha JpYyroil  CTOpOHe
rpaBupoBka «R 5». Ha nonepeunom
pazpese sipo 6enoro nsera.

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. / OBaJIbHBIE ABOSIKOBBIITYKJIbIE
TabJIeTKH, TOKPBITHIE NINEHOYHOR 06010uKOH
0enoro umu mouyTH 0enoro UBETa, C OJHOMN
CTOPOHBI TTlafiKue, Ha JApyro#t cropoHe
rpaBupoBka «R 5». Ha nomepeuHom paspese
sOpo oT 6enoro 10 noutH 6ej10ro 1BeTa.

2 | Identification
Levocetirizine/
Hpentnduxanus
JIeBOUETHPH3HH

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHUIM

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 ynepxuBaHHs
OCHOBHOTO MHKa Ha  Xpomarorpamme
HCIIBITYEMOTO pacTBOpa JOJIXKHO
COOTBETCTBOBATH BpeMeHH  YEpPXKHBaHUA
OCHOBHOTO ITHKA Ha XpOMaTorpaMMe pacTBopa
cTaHmaptTHoro obpasua  JieBOLETUPH3MHA
quruapoxyopuaa (pazgen «KomuuecTBeHHOE
olpeaeNeHue»).

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoxykT coorBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akawyenue: OJOBPEHO

o
Prepared by / Checked by pfp)/ Approved by: Manager@cutiv@"
IToAroToBIEHO: LQD [Tposeper % Oﬂo6pe|10:£fieﬂeﬂ>i<ep/ PykoBoanTesb
ey LUOC-1ons | Dt/ pgespopgDatel T, (o gu
Jlara: Jara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg

TpoayxT: AepBaii TabIeTKH, TOKPBITHIE MIIEHOYHON 060JIOUKOM, 5 MT

JuneH3usa Ne

Market / Poinox : Russia / Poccus

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

Cepus Ne FE05540 Pasmep cepun 1040300 Tab

Analytical Repourt No./ . 890001811312 Date of Analysis / . 20/05/2025
AnasuTHyeckuii oruer Ne JlaTa aHaam3a

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JaTa npousBoacTBa - T'oaen xo

Mfg. License No. /

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

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

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

Page2of 6/ Cip.2 3 6

3 | Average weight /
Cpeansist macca

 133.63mg/ 133,63 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 /
PacnagaemocTh

5 min /5 MuH

Not more than 15 min / He Gonee 15 mun

5 | Dissolution / PacTBopenue

6 | Related Substances / PoncTBeHHbIe TpHMecH

Unit-1/ Ta6n.-1 94 %
Unit-2 / Tabn.-2 99 %
Unit-3 / Ta6bn.-3 95 %
Unit-4 / Tabn.-4 99 %
Unit-5 / Tabn.-5 91 %
Unit-6 / Tabn.-6 98 %

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
% (Q) OT HOMHHANBHOIO COJEPXKAHHS
JIeBOLIETUPH3HHA TUTHIPOXJIopuaa uepes 20
MHH.

Impurity A / [Ipumecs A

Impurity B / [Tpumecs B

Impurity C / I[Ipumecs C

0.01%/0,01%

Not detected / He oOHapyxeHa

Not detected / He o6HapyxeHa

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 %

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoxykt cooTBeTCTBYET TpeboBanysam HJ|

Conclusion : APPROVED /
3axsmoyenune: OJJOBPEHO

Prepared by / _ | Approved by: Mana gcrﬁ@gﬂf
IToarorosieHO: L@ Onofpeno: Menemwkep / PyxoBoanreib
Date / | Date/ S5 - Dp Date/ D oy

P o ~d N 2005
Hara: 7408 -2100K Jata % Jara:




Dr.Reddy’s Qi‘

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

IIpoayxr: Annepssit TabneTkH, NOKPBITHIE MIIEHOYHOH 060104YKOH, 5 MT

Market / Poinok : Russia / Poccust

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

Cepusi No P €2505335 Pasmep cepun " 1040300 Tab

Analytical Repovrt No./ . 890001811312 Date of Analysis / . 20/05/2025
Aunaantiuecknii oruer Ne Jata ananansa

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JaTa npon3soacTea T'onen g0 -
Mfg. License No. /

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

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

Analysis performed according ND No / Ananus nposeaen mo H Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3of 6/ Crp.3 u3 6

Impurity D / Tlpumecs D

Impurity E / [Tpumecs E

Impurity F / TIpumecs F

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jlrobas eguHUYHAs
HeuZeHTuQUIpOBaHHAs
NPUMECh

0.01%/0,01%

0.02% / 0,02%

Below LOQ (LOQ =0.047%) /
Hmke mnpenmena KOJUYECTBEHHOTO
onpeaenenus (ITKO = 0,047 %)

0.06% / 0,06%

Below BDL (BDL~= 0.05 %) / Huwxe
nopora peructparuu (TIP =0,05 %)

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 %

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

Total impurities /
CyMmma npumecei

0.1 %/0,1 %

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

Chiral purity / Xupaannas
YHUCTOTA

Not detected / He obHapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

Remarks : The Product confirms to ND/
IIpumeyanue: [Iponykrt coorBeTcTByeT Tpebosanusam HJI

Conclusion : APPROVED /
3akmwudenne: OJOBPEHO
D

h# .
Prepared by / Checked by / 0 0,0/ b Approved by: M.anagcr&@ziecu ti \{:_3}
ITonrorosneHo: (@ l-lpnﬁepeno;‘W OﬂDﬁpCHOIﬂ Menenncep / PyKoBoaurens
Date / ~ — | Date / e S~ ) PpS Date / "" D o~ PO
Jlata: 2 yrol-2072X JlaTa: 24 22 Jara: S




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Mpoayxr: AntepBaii TabaeTKH, MOKPHITHIE IIEHOUHOM 060I0UKOH, 5 MI

JuneH3usa Ne

Market / PeiHOK : Russia / Poccus

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

Cepus Ne AC7505089 Pa3mep cepnu " 1040300 Tab

Analytical Repovrt No./ . 890001811312 Date of Analysis / . 20/05/2025
AHaauTHYECKHIT oTueT Ne HaTa anau3a

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JaTa npousBoacrsa Coaen a0 -

Mfg. License No. /

MpoussoacTBeHHAR : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)

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

Page40f 6 /Crp.4u3 6

8 | Loss on drying / IloTeps B 1.8%/1,8% Not more than 6.0 % / He 6onee 6,0 %
Macce NpH BLICYHIMBAHHH
9 | Microbiological purity*/ Mukpo6no.roruyeckas yncrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob1ee yucio Menee 10 KOE/r He 6onee 10° KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10> CFU/g /
moulds count / Ob1uee yucno Mewnee 10 KOE/r He 6onee 10? KOE/r
JPOAOKEBBIX U MJIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OTcyTcTBYETB 1 T OrcytctBue B 1 1
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OaHopoaHocTh 2.0/2.0 than 15.0./ [Tokazarens npuemaemMoctd (AV)
103HPOBAHHSA T JoJnkeH Ob1Th He Hornee 15,0..
11 | Assay / KosnuecTBeHHOe Between 475 mg and 525 mg of
omnpejenenne 5.01 mg/5,01 mr levocetirizine dihydrochloride per tablet. /
Or 4,75 Mr go 5,25 wMr JneBOUETUpPU3MHA
JUTHIPOXJopHaa B TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanue: [TpogykT coorBeTcTBYeT TpeboBanusam H/L

N

Conclusion : APPROVED /
3axsmouenue: OJJOBPEHO

Prepared by / Checked by.+ // Approved by: Man ager@'_g‘fitl Ll‘,’gf
[loarorosneHo: t@ [Tposepen ; Onobpeno: Menemkep / PykoBoanTens
Date / — | Date/ OS5 Date .

Hara: 1yro §-1072% Hara: 24 Hata: 2- ol 20lg”




Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Mpoaywr: Asuieppaii TaGneTkn, MOKPLITHIE MIIEHOYHOMH 060JI04KOH, 5 M

Market / Peinox : Russia / Poccus

Batch No. / ) Batch Quantity / . 1040300 tab /

Cepun Ne FE50598 Pasmep cepun * 1040300 Ta6

Analytical Repovrt No./ . 890001811312 Date of Analysis / . 20/05/2025
AHaanTHyecknii oTuet Ne JlaTa aHaqn3a

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JdaTta npou3BoacTBa T'ogen oo

Mfg. License No. /

IIpou3BoaCTBEHHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JIIT-Ne(001333)-(PT-RU)

Jnuensusa Ne

Analysis performed according ND No / Ananu3s nposeaen mo HJI Ne: JIITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

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

PageS50f6/Crp.S5u3 6

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Mo 10 rtabierok B
6mucrep u3 ([TA/AJI/IIBX) donsru
/ amomunueBodt doneru. Ilo 3
6arcTepa BMeCTe ¢ HHCTPYKIUEH Mo
MpUMEHEHHIO
BKJIaJIblIIIeM) B MAYKY KaPTOHHYIO.

(ytucTKROM-

BKJIQJIBIIIIEM ) B TAYKY KAPTOHHYIO.

* [t 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.
* [IpoBOANTCS MPOU3BOANTENEM NPH BHIITYCKE TEPHOANIECKH (C MHTEPBATOM OAHO UCTBITaHue Ha 10 cepuif nnu He Menee | pasa B rox).

IMoka3atens MoxeT ObITh HE BKIIOUEH B cepTH(NKAT aHaH3a GUPMBL

API name / HaumenoBanne A®C:

Levocetirizine dihydrochloride / JIeBoueTupusuHa Turnipoxaopua,

Levocetirizine / JlepolieTMpu3HH

Homep cepun cyGcTanuu
npoussoautes I'JID:

FP Manufacturer API Batch number /

INN / MHH:
API manufacturer batch number / ACSH000129
Howmep cepun npoussogurenss APC:

FCSA00118

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipogykt cooTBeTcTBYET TpeboBanusimM HII

Conclusion : APPROVED /
3axnouenue: OJJIOBPEHO
5

=
Prepared by / Checked by / /:'/ Approved by: Manager@ccutiwa)’
IMoaroToBneHo: @ l’[poscpen%/ Onobpeno: Menemkep / Pykosoanrens
&‘g’l
Date / Date / S 25 Date / = 5
~ -~ b\ r-LO
Jara: 2LYrO0S-L oUW Jara: 24 22, Hara: <. &l

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.

/ Mo 7 unn 10 Ttabnetok B GiHcrep W3
(ITA/AJUTIBX) domern / alnroMUHHEBOMH
¢oneru. Ilo 1, 2 umn 3 6mucrepa BMeECTe ¢
HHCTPYKLHMEH 10 NPUMEHEHUIO (NHCTKOM-
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
MNpoaywr: Annepeaii TabieTky, HOKPHITHIE INIEHOYHON 060JI0YKOM, 5 M

Market / PoiHOK : Russia / Poccus

Batch No. / . C2505335 Batch Quantity / . 1040300 tab /

Cepus Ne Pa3zmep cepuu 1040300 Tab

Analytical Repourt No./ . 890001811312 Date of Analysis / . 20/05/2025
AHannTHyecKHuil oTyeT Ne JlaTa ananusa

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JaTa npousBoacTBa o T'ogen g0 -
Mfg. License No. /

MpoussoacreenHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
auueH3us Ne

Analysis performed according ND No / Anann3z nposeaen mo HJI Ne: JIIT-Ne(001333)-(PIr-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI"-RU) ot 15.11.23

Page60of6/Ctp.6 M3 6

—
gl Mianuaciued By sCiconn trys Dr. Reddy's Laboratories Ltd., India /
HponseoguTtens A@C, crpana: IR R TR a6oR e Rk Ve
. Survey Ned41, (Formulations Technical Operations - Unit-III),
g;rl‘:;:‘?g l;fls;iilglt;li(t):l/zgzﬂltlrzosif:: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / Bachupally (V), Bachupglly (M), Medchal-Malkajgiri (Distr.), Telangana
HsmvenoBaENE AN PECHIEONED State, India (License No 59/RR/AP/97/F/R)
i VYuactok Ne 41, (ITpousBoacTeeHHOE noapasaeneHue-1IT), bauynanmu
JHUCHIMA rmomafum, Bunnamk, bagynannu Mangan, Meguan Mankamxrupu JIMcTpukT,
S bauynammu (B), bauynamm (M), Memguan-Mankamxrupu (1), mrar
HPOH3BOACTBO/KOHTPO.TE Tenanrana, Uagus (JIunensus No 59/RR/AP/97/F/R)
kavecTBa/Boinyck I'JID /

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.

3aK04YeHre 0 COOTBETCTBUH: «HacTosAMUM 51 OATBEPXK A0, YTO MPUBEICHHAS BbIlEe HHGOOPMAIUS ABJIAETCS JOCTOBEPHOH
¥ TOUHOM. DTa cepus NPOAYKIMH NpOU3BeeHa (BKIoYas ynakoBKy (MapkKHpPOBKY) M KOHTPOIIb Ka4€CTBA) Ha BbIlICYKa3aHHOH
MPOU3BOACTBEHHON IUlomanke (IJIOIagKax) B IOJNHOM COOTBETCTBMM ¢ TpeboBanusamu IlpaBun Hamexaineit
npoussojcTBeHHOH mpakTikn (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeGOBaHUAMM KOHTPOJIS KayecTBa
TIeKapCTBEHHBIX CPEACTB, & TAKOKE B COOTBETCTBHU CO ClEUMMKALUUIMH, COACPKALMMHCA B PETHCTPALMOHHOM JOCHE
CTpaHbBI-UMIIOpTEPA. 3allMCH [0 MPOU3BOJACTBY, YNAKOBKE M AaHANW3Yy IIPOBEPEHBbl, M YCTAHOBJEHO HX COOTBETCTBHUE

TpeboBanuam IlpaBun Hagnexaieli NPOU3BOACTBEHHOH MPAKTHKH.

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

IIpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboaHuaM HJL ?Baxmoqeﬂne: OAOBPEHO

Prepared by / Checked by L.— - 2~ Approved by: Managcr{l_%;‘xccrylli\-':i}lf

I[ToAroToBieHO: [@ [Tposepeno ,’f_j’//ﬁ’/’/‘ ' Onodpeno: Menekep / PYROBOANTEND
e.R

Date / — Date / ~+ Date / =i ,

Tata: WoS~20 | 2 {-cg-2025 Tara N rp (- Do




