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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg
Mponyrr: Annepesii TaGleTKH, MOKPHITHIE MIEHOYHOM 060JI09KO#, 5 MP

Jara npoussoacTea

TI'ogen no

Market / PriHok : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne g SEEEED Pa3smep cepun 1040300 Tab
Analytical Repovrt No. / . 890001751379 Date of Analysis / . 23/07/2024
AnaanTHyecknii oTuer Ne i Jara anannsa

Date of Manufacture / . 01/07/2024 Date of Expiry / . 30/06/2027

Mfg. License No. /
pomseoacTBeHHast
JuueHsusa Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

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

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

Page 1 of 5/Crp.1 35

No Test / IToka3zaTean

Result / PesyabTaThi

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. / OBaybHbIE
JIBOSIKOBBINMYKJIbIE TabNeTKH,
MOKPBITBIE TIEHOYHOH 060mo4koi
6enoro 1BeTa, ¢ OAHOW CTOPOHBI
rnajkve, Ha Jpyrodl  CTOpOHE
rpaBupoBKa «R 5». Ha nonepeuHom
pazpese snpo 6enoro LBeTa.

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. / OBanbHBIE ABOSIKOBBIMTYKJILIE
TabNeTKH, MOKPHITEIC MIIEHOYHOM 060JI04KON
6emoro WM moutd Geyoro 1BeTa, ¢ ONHOU
CTOPOHBI [NaJKHe, Ha JApYro CTOpPOHE
rpaBupoBka «R 5». Ha nomepedynom paspese
SIpo OT 6eJIoro 10 MoUTH OeIoro LBeTa.

2 | Identification
Levocetirizine/
HUnenTnduxanus
JleBoLleTHPH3HH

Complies as prescribed /
CoorBetcTBYyeT 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 ylepKuBaHHS
OCHOBHOTO MMHKa HA  XpOMaTorpaMme
HCTIBITYEMOTO pacTBopa JIOIDKHO
COOTBETCTBOBATh  BPEMEHH  YIECpP)KHBaHMS
OCHOBHOTO ITHKa Ha XpOMaTOrpaMMe pacTBopa
craHpapTHoro obpa3lla  JIeBOLETHPH3UHA
aurugpoxnopuzaa (pazgen «KomuuecTBeHHOE
ONpeaeNiCHHEN).

3 | Average weight /
Cpeanss macca

133.04 mg/ 133,04 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 /
Pacnagaemocthb

4 min/ 4 Mmun

Not more than 15 min / He 6onee 15 mun

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykr cooTBeTcTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

[Toarorosnexo: =
i —

Approved by: Manager/Executive /
Onobpeno: Menemxep / é’gOBOﬂHTCHB

Date /
Hara:

Do -0 VY

Date /
JlaTa:

DL ~—O7~ 200/

Date /

AE ~0) o
Jara: ™
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
ITpoayxT: Annepsaii Tabnerkis, MOKPITHIE TIIEHOYHOM 0BONOUKOI, 5 MT

Market / Poinok : Russia / Poceus

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

Cepuin Ne § C2409626 Paszmep cepun 1040300 Tab

Analytical Repovrt No. / . 890001751379 Date of Analysis / . 23/07/2024
AHaJuTHYEeCKH I 0T9eT No Iara anannsza

Date of Manufacture / . 01/07/2024 Date of Expiry / . 30/06/2027

JlaTa npon3BoacTEa I'onen po

Mfg. License No. /

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

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

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

Page2 of 5/ C1p.2 u3 5

S | Dissolution / PacTBopenue Unit-1/ Ta6u.-1 97% | NLT 80% (Q) of label claim of levocetirizine |
Unit2 / Tabn.2 96 % (()ilhydrochlorlde after 20 min. / He menee 80
Yo (Q) OT HOMHHAIBHOIO COAEPXKAHUS
Unit-3 / Ta6n.-3 98 % JEBOLETUPU3MHA JUrHApoxaopuaa yepes 20
Unit-4 / Tab1.-4 95% |
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 94 %

Related Substances / PoacTBennble npuMecH

Impurity A /IIpumecs A

Impurity B/ Tlpumecs B

Impurity C/ ITpumecs C

Impurity D / IIpumecs D

Impurity E / ITpumecs E

Impurity F / [Ipumecs F

Impurity RCT-3 / Tlpumech
RCT-3

Not detected / He oGHapyxeHa

0.03%/0,03%

Not detected / He obHapyseHa

Below LOQ (LOQ =0.004 %) /
Huxe npenena koauyecTBEHHOrO
onpegnenenus (ITKO = 0,004 %)

0.03% /0,03%

Below LOD (LOD = 0.014 %) /
Hixe npenena obnapyxenus (I1O =
0,014 %)

0.09%/0,09%

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

| Not more than 0.4 % / He 6oxee 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 6o:ee 0,4 %

Not more than 0.4 % / He—60nee7),4 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3akawuenune: OJIOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /

[Toarorosneno: [Tpoeper® o, Onobpeno: Menemkep / PykoponuTens
i ' V

Date / Yo lhd - Le™ | Date/ Date / A C-pr-=s

Hara: s Jara: Qb ~07 ~ 20204| Hara: *




So
Dr.Reddy’s €z

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

poaywr: Annepsait TabneTiki. NOKPLITHIE IVICHOYHOW 0600uKoit, 5 Mr

Market / PbiHok : Russia / Poccus

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

Cepus Ne R i Pazmep cepun ' 1040300 Tab

Analytical Repovrt No. / . 890001751379 Date of Analysis / . 23/07/2024
AHanuTH4YeckHil oTyer Ne JlaTa anannza

Pate of Manufacture / . 01/07/2024 Date of Expiry / . 30/06/2027

laTa npon3aBoacTea Tomen po

Mfg. License No. /

TMpouzsoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
qanunen3un Ne

Analysis performed according ND No / Anaun3s nposeaen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

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

Page3 of 5/Crp.3 m35

Any individual unidentified
impurity / Jlrobas enuHuyHas
HEeUACHTUQUIHPOBaHHAS
NpHMeECh

Not detected / He obHapyxena

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

Total impurities /
Cymma npumeceit

0.1 %/0,1 %

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

7 | Chiral purity / Xupaabuasn
YHCTOTA

Below LOD (LOD = 0.0138 %) /
Huxe npenena obHapyxenus (110 =
0,0138 %)

S-isomer — not more than 1.5% /

S-uzomep — He Gonee 1,5 %

8 | Loss on drying / IloTeps B
Macce TpH BhICYIIHBAHHH

3.0 %/3,0 %

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

9 | Microbiological purity*/ Mukpo6uosorudeckas: yucrora*

a) Total Aerobic Microbial
Count / Ob1ee uncio
a3pOOHBIX MUKPOOPraHU3MOB

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

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

b) Total Combined Yeast and
moulds count / O61uee urcI0
JPOMOKEBBIX U MIIECHEBBIX
rpuboB

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

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

c) Escherichia Coli

Absent in 1 gram /
OrcyrctByeTB 1 T

Shall be absent in 1 gram /
OrcyrctBUe B I T

10 | Uniformity of dosage units /

OnHOpPOAHOCTD JO3HPOBAHUS

2.4/2,4

Acceptance value (AV) should not be more
than 15.0./ Ilokasarens npuemnemoctu (AV)
noJpkeH ObITh He bodee 15,0.

Remarks : The Product confirms to ND/
IIpumeqanne: [Iponykr cooTBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by

[Mogrorosneno: & [Tposepe /,7ﬂ Onobpeno: Menemkep / PykoBonutens
Date / i ~% W | Date/ Date / QLQ =
Jlara: Vo 0% Jlara: 94 07~ 207 | Mlara: 00 N
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Mpoayier: Annepssii TabieTki, NOKPLITLIE MIGHOYHON OGONOUKO, 5 Mr

JHueH3ua No

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepun Ne REEAES Pazmep cepnu 1040300 ta6

Analytical Repovrt No. / . 890001751379 Date of Analysis / . 23/07/2024
AHaJHTHYeCKHH OTueT No Jara anannsa

D ;

, ate of Manufacture / . 01/07/2024 Date of Expiry / . 30/06/2027

Hata npoussoacrea Tonen go

Mfg. License No. /

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

JII-Na(001333)-(PI'-RU) or 15.11.23

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

Page4of 5/Cip. 435

11 | Assay / KoanuyecTBeHHOE
ompeeleHne

4.95mg /4,95 mr

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mr go 5,25 Mr neBoueTHpH3HUHA
JUTUAPOXJIOpUAA B TabNeTKe.

12 | Packaging / YnakoBka

10 tablets in a (PVC/Al/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / [To 10 Tabnerok B
6mmcrep u3 (ITA/AJI/TIBX) donbru
/ amomuHueBoil ¢omeru. Ilo 3
6aucTepa BMecTe ¢ MHCTPYKUHMEH MO
TIPUMEHEHHIO (JtucTKOM-
BKJIAJbIIEM) B MAYKY KAPTOHHYIO.

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 umn 10 Tabnerok B OGancTep u3
(TTIA/AJITIBX) ¢onsrn / amoMUHHUEBOI
domeru. Ilo 1, 2 wnu 3 Gaucrepa BMecTe
MHCTPYKLIIHEH 10 NpUMEHEeHHIO (JIMCTKOM-
BKJAIBIIIEM) B MAYKY KAPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [TpoBoaUTCS NPOM3BOAMTENEM NPH BBUTYCKE NEPHOIMYECKH (C HHTEPBANOM OJIHO MCTbiTanue Ha 10 cepuii i He MeHee 1 pasa B rox).

[Mokasarens MoxeT ObITH HE BKJIIOUCH B CePTU(DHKAT aHaTH3a PUPMBI

* 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).

API name / HaumeuoBauue AD®C:

Levocetirizine dihydrochloride / JleBouetupn3nHa IUruApOXII0pUI

Levocetirizine / JleBoueTHpusun

Homep cepun cyGecTannun
_mpoussoguTens I'JID:

INN/MHH:
API manufacturer batch number /
Howmep cepun nponssogutess ADC: Q00203
FP Manufacturer API Batch number /
FCQA02969

API Manufactured by & country /
IIpouzBoxnrens A®C, cTpana;

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

Release site /

JIMIEH3HH ILIOIATKH,

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

HaHMeHOBaHPle, aapec 1 HOMEP

Survey Ne41, (Formulations Technical Operations - Unit-I1I), 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/
Ilpumeuyanne: [Iponykr coorBeTcTRYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akaouenune: OJJOBPEHO

Prepared by / Checked by Approved by: Manager/Executive /
MoarorosneHo: Iposepenb: f') = Onobpeno: Menemxep / PykoBogutens
Date / /iOQr 1> | Dae/ < Date / LG 4~
Jlara: % Iara: OL ~(7~2001 J Ilara: ™
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Dr- Reddy S ‘-. CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product : Allerway film-coated tablets 5 mg —‘
Ipoaykr: Annepssii TabieTkH, NOKPLITHIE MIEHOUHON 06OTOUKOM, 5 MT
Market / Poinok : Russia / Poccust
Batch No. / ) Batch Quantity / . 1040300 tab /
Cepus Ne : €2409626 Pazmep cepun " 1040300 Tab
Analytical Repovrt No. / . 890001751379 Date of Analysis / . 23/07/2024
AnanuTuyeckuii oTyer No Jata ananu3a
Date of Manufacture / . 01/07/2024 Date of Expiry / . 30/06/2027
JdaTa npousBoacrBa T'onen Ao
Mfg. License No. /
IpoussoacreBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)
anueH3ust Ne

Analysis performed according ND No / Ananns nposeaen no HJ[ Ne; JIIT-Ne(001333)-(PI-RU) dt. 15.11.23 /
JITT-Ne(001333)-(PT-RU) ot 15.11.23

Page 5of 5/Ctp.Su3 5
Vuacrokx Ne 41, (IIpouseoncreenHoe nonpasaeneune-I11), Bauynam

ocyluecTBIsOMI e
MPOU3BOACTBO/KOHTPOJIb Bunnamx, bayynanau Mannan, Mendan Mankamkrupu JIMCTpUKT,
kayecTBa/Boinyck IJID / Bauynannu (B), Bauynannm (M), Menuan-Mankamkrapu (1), wrar

Tenanrana, Ungus (Jlnuensus Ne S9/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.

3akioueHue 0 COOTBETCTBUM: «HacTosIuM s MOATBEPKIAI0, UTO MPUBEACHHAS BbILIE HHPOPMALIKS ABJISETCS JOCTOBEPHOM
¥ TOYHOM. DTa cepus NPOAYKLUHH NPOU3BeAcHA (BKIIOYas YIaKoBKY (MapKHMPOBKY) H KOHTPOJIb KAYECTBA) Ha BHILIEYKA3aHHOM
NPOU3BOACTBEHHOH IuIomanke (IJIOMIAAKAX) B TIONHOM COOTBETCTBUM ¢ TpeGoBaumusamu [IpaBun  HajlexaweH
npou3BolcTBeHHOH npakTukn (NeGMP-01887/21/IN or 28 ampens 2021) u TpeGoBaHUAMH KOHTPOJIS KAyecTBa
JIEKapCTBEHHBbIX CPEACTB, @ TAKKE B COOTBETCTBHUU CO CNCUHGBHUKAUHUSIME, COASPKAIMMUCS B PErMCTPALAOHHOM J0CHE
CTPaHbl-UMIOpTEPa. 3aMiCH [0 MPOMU3BOJCTBY, YIAKOBKE M aHalu3y MPOBEPEHBl, M YCTAHOBIEHO WX COOTBETCTBHE

TpeboBanusaM [IpaBun Hapexaiieil MpoU3BOACTBEHHOMN MPAKTUKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeGoBaHusM HJI 3akiaouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrorosnexo: [Mposepeng’ [ | / Onobpeno: Menemxkep / PykoBoputens
Date / /b'?r(%"/‘/’ Date / Date / G0 -\
Hara: 'Z/O Jara: %r{f?» V¢>) ¢ Hara: ™




