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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIA3A

Product : Allerway film-coated tablets 5 mg T
Mpoayst: Annepsaii TabieTkH, NOKPLITHIE IEHOYHOMR 0GOIOMKOIT. 5 MT
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne ke Pasmep cepun " 1040300 Tab
Analytical Repo“rt No./ : 890001796175 Date of Analysis / . 28/02/2025
AHaanTrdeckuii oTuer Ne Hata ananusa
{Date of Manufacture / . 17/01/2025 Date of Expiry / . 31/12/2027
JlaTa npoM3BoacTea T"onen g0 L
Mfg. License No. /
IMpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI-RU)
Jensns Ne

Analysis performed according ND No / Ananns nposeaen no HJI Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /
JI-Ne(001333)-(PI'-RU) or 15.11.23

Pagelof 6 /Crp. 1 u36
Ne Test / [loka3aTenn Result / PesynsTaThl Specification / Hopma

1 | Appearance / Onucanne Oval, biconvex, white film-coated |Oval, biconvex, white to off-white, film-coated
tablets, plain on one side and with "R |tablets plain on one side and engraved with “R
5" debossed on the other side. White |5” on the other side. White to off-white core on
core on a cross section. / OBajibHbIE |a cross-section. / OBaNbHBIE JBOSKOBBIMYKJIbIE
JIBOSIKOBBITIYKJTble TabneTky, |TabIeTKH, MOKPBITHIE MJIEHOYHON 060n10uKOi
IOKPBITBIE [UIEHOYHON 000J10uKoi (6eNoro uiM mouTH Genoro LBera, ¢ OAHOM
Oenoro 1BeTa, ¢ OJHOHW CTOPOHBI [CTOPOHBI TIJIafIkMe, Ha JPYrodl CTOpoHe
rJafKkie, Ha Jpyrod cropoHe [rpaBupoBka «R 5». Ha nonepeunom paspese
rpaBupoBka «R 5». Ha nonepeunoM |sapo ot 6enoro 1o mouty Genoro msera.

paspese sapo 6enoro 1eTa.

2 | Identification Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CooTBeTcTBYET TpeGOBaHUAM chromatogram of test solution should comply
HNaenTndurxanus with the retention time of the main peak in the
JleBoueTHPH3HH chromatogram of levocetirizine

dihydrochloride reference standard solution
(section “Assay”). / Bpems yaepxuBaHuS
OCHOBHOI'O  MHKAa Ha  XPOMAaTOrpamMe
UCHBITYEMOTO pacTtBOpa JOIDKHO
COOTBETCTBOBAThH BpPEMEHH  YACPKUBAHHUS
OCHOBHOTO ITYKa HA XpOMaTOrpaMMe pacTBopa
CTaHAapTHOrO  ofpa3ua  JEeBOLETHPHU3NHA
nuruapoxnopuna (pasuen «KonudgectBeHHOE

OIIPEIENICHUE).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: IIpoayKkT cooTBeTCTBYET TpeboBanusm HJ[ 3axnaroyenne: OJJOBPEHO
Prepared by / 7 Checked by / Approved by: Manager/Executive /
[oxroTosiieHo: o L9, IIpoBepeno: Z@ Onobpetio: \'Iel-'i)e,umep / PykoBoauTens

- J Reb
Date / ' ;Q';( Date / Date / ng -0Q-2072S
HaTa: 2% <6 Hara: 2& OL-201S Jata:
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CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAITHU3A

Product : Allerway film-coated tablets 5 mg
| Mpoaywt: Anseprsii TaGneTkit, NOKPLITHIC MIEHOYHOH 060OUKOM, 5 Mr

Market / Poinox

: Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /
Cepun Ne e Pasmep cepuii " 1040300 Ta6
eal ] :
Analytica Repovrt No./ - 890001796175 Date of Analysis / . 28/02/2025
AHasuTHYeCKMii oTyeT Ne Jara anannsa
l?ate of Mgnufacture / . 17/01/2025 Date of Expiry / . 31/12/2027
laTa mpoHsBoacTea Togen a0 B
Mfg. License No. /
IMpoussoacTeenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
Juuensust N

Analysis performed according ND No / Ananu3s nposeaen no HJ] Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
[JITE-Ne(001333)-(PT-RU) ot 15.11.23

Page2of 6/ Crp.2 u36

| 3 | Average weight / 134.98 mg / 134,98 mr 133.25 mg + 4% (between 127.92 and 138.58
Cpeanss macca mg) /
133,25 mr £+ 4 % (ot 127,92 1o 138,58 mr)
4 | Disintegration / 4 min / 4 Muu Not more than 15 min / He Gonee 15 mun
Pacnagaemoctsn
5 | Dissolution / PacTBopenue Unit-1 / Ta6n.-1 100 % | NLT 80% (Q) of label claim of levocetirizine
Unii2 / Tabna 98 % 0dlhydrochlorlde after 20 min. / He menee 80
Yo (Q) OT HOMHHANBHOTO COZEpPXNAHHUI
Unit-3 / Ta6n.-3 99 % JIEBOIIETUPU3UHA AUIHAPOXIOpHaa Hepes 20
Unit-4 / Tabn.-4 99% | M
Unit-5 / Tabn.-5 101 %
Unit-6 / Tabn.-6 101 %
6 | Related Substances / PoacTBeHHbIe IpuMecH

Impurity A / llpumecs A

Impurity B / ITpumecs B

Impurity C / ITpumecs C

Not detected / He oOHapyxeHa

0.01%/0,01%

Not detected / e obHapyxeHa

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

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: [Tponykt coorBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / 2 T Checked by/ Approved by: Manager/Executive /
INoaroroBneHo: M IIposepeHno: @ O,uoﬁpem?ééf‘[fj;emh‘ep / PyxoBonutens
Date / | Date / . Date / 02 ~202S

Hata: b T n 202% Jlata: Q,Qf o~LtOS Jara: 2%
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJTM3A

Product : Allerway film-coated tablets 5 mg
TIpoaywer: Annepssii TaGiieTki, NOKPBITHIE MIEHOUHOM 060/10UKO, 5 MT

Market / Poinox

: Russia / Poccus

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

Cepun Ne ET Pasmep cepnn ° 1040300 Tab

Analytical Repovrt No./ . 890001796175 Date of Analysis / . 28/02/2025
AHaauTHYeCKHi oTyeT No Jara ananusa

lr)ate of Manufacture / . 17/01/2025 Date of Expiry / . 31/12/2027

MaTa npoussoacrsa T'open no =

Mfg. License No. /

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

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

Analysis performed according ND No / Anasu3s nposeaen no HJ Ne: JII-Ne(001333)-(PT'-RU) dt. 15.11.23 /

Page3 of 6/ Crp.3 3 6

Impurity D/ [Tpumecs D 0.004%/0,004%

Impurity E / [Tpumecs E 0.03%/0,03%

Impurity F / Iipumecs F Below LOD (LOD = 0.014%) /
Hwxe npenena o6Hapyxeunus (I10 =
0,014 %)

Impurity RCT-3 / Tlpumecs

RCT-3 0.07%/0,07%

IpUMeECh

| Any individual unidentified
impurity / Jlrobas emuHuYHas
HeHaeHTUGUIMPOBAHHAS

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

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

Not more than 0.4 % / He 6oiiee 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 /
Cymma npumeceit

0.1 %/0,1 %

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

qTucroTa

7 | Chiral purity / XupansHnas

Below LOD (LOD = 0.0138 %) /
Hwxe npenena ob6Hapyxenuns (ITO =
0,0138 %)

S-isomer — not more than 1.5% /

S-uzomep — ne 6onee 1,5 %

Remarks : The Product confirms to ND/
IIpameuanne: IIponykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / ) Checked by / Approved by: Manager/Executive /
IoxrorosneHo: M IIposepero: Opobpenoy: Ii;l emkep / PykoBonurens
Date / 3 Date / Date / _00-202S

Jara: 9% -OVY" 2 S Jara: 28020 | Jara: ks




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

CEPTHOHUKAT AHAJTH3A

Product : Allerway film-coated tablets 5 mg

Hpoaywr: Annepeaii Tadneriu, NOKPLITEIE TUIEHOYHOH 060JI04KOii, 5 M

Market / Puinok : Russia / Poccus

Batch No. / ] Batch Quantity / 1040300 tab /
| Cepusn N FEES0DTS Pasmep cepun 1040300 Tab

A i : i

nalytical Repovrt No./ . 890001796175 Date of Analysis / . 28/02/2025

AHaJHTHYecKHii oTyeT Ne Jdara ananu3za

D . —
JI‘ate of Ménufacfure / . 17/01/2025 Date of Expiry / . 31/12/2027

laTa npounssoacrea ToaeH o

Mfg. License No. / )
MponsBoacTeeHnan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

JAnuensns Ne

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

Paged4of 6/ Crp. 4 u3 6

3

Loss on drying / lloteps B 22%/22%

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

Macce NMpPH BBICYIHBAHHH
9 | Microbiological purity*/ Mukpo6uonoruyeckas yncrora*
a) Total Aerobic Microbial 160 CFU/g / Not more than 10° CFU/g /
Count / O61ee uncio 160 KOE/r He 6onee 10° KOE/r
a9pO6HBIX MUKPOOPIaHM3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10* CFU/g /
moulds count / O6uiee uucio Menee 10 KOE/r He 6onee 10> KOE/r
IPO}OKEBBIX U TIECHEBBIX
rpu6oB
¢) Escherichia Coli Absent in 1 gram/ Shall be absent in 1 gram /
OrcyrctByeT B 1 T OrcyrctBue B 1 T
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OpgnopoaHOCTH 26/2.6 than 15.0./ TIokazatens npremiemoctu (AV)
J03UPOBAHUSA ' ’ Jomxked Ob1Th He 6ojiee 15,0.
11 | Assay / KosiuuecTBeHHOE Between 4.75 mg and 5.25 mg of
onpeaejieHne 5.01 mg/ 5,01mMr levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr po 5,25 Mr neBOUETHpU3WHA
JUTHIPOXJIOpPHAA B TabyeTke.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / ! Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ﬁ;‘_;l(' ITpogepeno: O,rzoﬁpel-loéjt’emcep / PykoBoguTeb
Date / - @,{ Date / 222K Date / 2 R~02~202S

HaTa: 2% © - IaTa: 2802 Jata:




‘e
? ®
Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTHUO®HUKAT AHAJTH3A

Product : Allerway film-coated tablets 5 mg

Mpoayxr: Annepraii TaGHeTKH, NOKPLITHIE TWIEHOYHOH OGONOUKOIL, 5 MT

Market / Puinox ¢ Russia / Poccua

Batch No. / Batch Quantity / 1040300 tab /

‘ : C2 ' :

Cepun Ne e8It Pasmep cepun " 1040300 Tab
Analytical Report No. / . Date of Analysis /

AHAJIHTHYECKHH oTueT No LRSI Mara anaansa | 2810212025

Date of Manufacture / . Date of Expiry /

i C— : 17/01/2025 Tonen a0 2 31/12/2027
|Mfg. License No. /

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

Analysis performed according ND No / Ananu3s nposeaed no HJX Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JITT-Ne(001333)-(PT-RU) o1 15.11.23

PageSof 6/ Crp.5n36

12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil /| 7 or 10 tablets in a (PVC/AVPVC) 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 rtabnerok B |/ Ilo 7 mnu 10 Ttabnerok B 6nuctep u3
Gmucrep u3 (ITA/AJI/TIBX) donbru | (TTA/AJITIBX) donsrn /  antoMHHEMEBON
/ amomunKeBoli  donbru. Ilo 3 | dombrn. Mo 1, 2 unu 3 6muctepa Bmecte ¢
GimcTepa BMeCTe ¢ MHCTPYKLMEH 110 | HHCTPYKIHell 10 NPUMEHEHHIO (JTHCTKOM-
IpHMEHEHIO (TMCTKOM- | BKJIQZIBIILIEM) B IAYKY KAPTOHHYIO.
BKJIaAbILUEM) B MAUKy 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.

* [IpoBOAUTCS MPOM3BOIMTENEM IIPH BBITYCKE EPHOAMYECKH (C HHTEPBANOM OIHO HCIbITaHue Ha 10 cepHi MM He MeHee 1 pasa B rox).
[Mokasarenn MoxeT GHITh HE BKJIIOUCH B CEPTHOUKAT aHATH3a QUPMBI

——— Tori
API name / Hanmenopanue ADC: Levocetirizine dihydrochloride / JleBoueTHpH3nHa IUTHAPOXIOPUL

Levocetirizine / JleBoneTHpuzuH

INN/MHH:
API manufacturer batch number / ACRHO004079 & ACRH003726
Homep cepun npoussoguresst ADC:
FCRA02580 & FCRA02861

FP Manufacturer API Batch number / 0
Homep cepun cy6cTaHum
npousBoautess I'JID:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tpoayxr cooTBeTcTBYET TpeboBanusm HT 3axnouenue: OJOBPEHO
Prepared by / Q! Checked by / Approved by: Manager/Executive /
IoarorosneHo: f/ /Q(gd 2 ITposepeHo: Z@ OnobpeHno: I\r@f&'ep / PyxoBoautens

A B, ~
Date / < | Date/ Date / QY -01-1O2S

£ 1) — 9D 7 —

Tlara: . Sl P Iara: 280 WDS Ilara:
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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoaywr: Annepnaii TadieTku, NOKPHITHIE MIEHOYHON 060I0UKOI, S Mr

Market / Poinox : Russia / Poccus

Batch No. / ] Batch Quantity / 1040300 tab /
Cepus Ne § ES0E Pazmep cepun * 1040300 ta6
A i . i
Analytlcal Repovrt No./ . 890001796175 Date of Analysis / . 28/02/2025
HAJTUTHYECKHIT 0TYeT No Jarta ananmza
ll)ate of Manufacture / . 17/01/2025 Date of Expiry / . 31/12/2027
Jara nponssogcTea Tomen mo
Mfg. License No. / o
[IpoussoacTeennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JMHneH3ust Ne

Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIT-Mo(001333)-(PT-RU) ot 15.11.23

Page 6 of 6 / CTp. 6 m3 6

API Manufactured by & country /

TpoussouTe. ADC, crpana Dr. Reddy's Laboratories Ltd., India /

H-p Penawn’c Jlaboparopuc Jita., Unaus
Survey Nedl, (Formulations Technical Operations - Unit-1II),
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)

Yuacrok Ne 41, (TITpoussoacteensoe noapasaenenue-1II), bauymamm
Buwinamx, bauynannu Mannan, Meauan Mankapkrupy JMcTpukr,
bayynanmu (B), bauynaniu (M), Menuan-Mankamkrupu (1), mrat

Tenanrana, Unaus (JIunensus Ne S9/RR/AP/97/F/R)

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

HaumenoBanue, axpec u Homep
JIMIEH3HH TVIOIAMKH,
ocyllecTBAsIOmeH
NMPOU3BOACTBO/KOHTPOJIb
KavyecTBa/Boinyck ['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.

3aKiroueHHe 0 COOTBETCTBHHU: «HacToAuUM 5 TOATBEpXAato, YTO IPUBEACHHAS BhIIE HHGOPMAlKS ABIAETCS JOCTOBEPHOM
1 TOYHOM. DTa cepust IPOAYKLMH IPOM3BE/eHa (BKIIFOUas YakoBKy (MapKHPOBKY) H KOHTPOJIb KAYECTBA) HA BBILIEYKA3aHHOM
MPOM3BOACTBEHHONH mnouiafke (MIOINAAKax) B TIOJHOM COOTBETCTBHH C TpebGoBaHMsMHd IlpaBui Hajmexamei
Mpou3BOACTBeHHOH npakTuku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeGOBaHMSMH KOHTPOJA KauecTBa
NEKApCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBMM CO CHEUUUKALMAME, CONEPKAIMMUCS B PETMCTPALMOHHOM J0ChEe
CTpaHbI-UMIIOpTepa. 3amMCH MO INPOU3BOACTBY, YMAKOBKE M aHAIM3y IIPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanuam [IpaBun Hajexalleld MPOU3BOICTBEHHON MPAKTHKH.

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

IIpnmeuanue: [IpogyxT coorBeTcTBYET TpeGoBaunsam HJJ 3akmouenue: OJJIOBPEHO

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

IToarororneno: IIpoeepeHo: O,uoﬁpeﬂz@’\fieue:mccp / PykoBoguTeb
‘v\i’} 8

Date / ” ) (M Date / : Date / n%~02-202S

Jara: 2% Jara: 2602 —L0% Jara:




