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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoayir: Amiepeaii Tabaerky, NOKPHITHIE MIIEHOYHOM 06OMOUKOH, 5 MT

Market / Prinox : Russia / Poccus

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

Cepusi Ne - Pazmep cepun " 1040300 Ta6

Analytical Repovrt No./ . 890001788129 Date of Analysis / . 23/01/2025
AHAJIHTHYECKHIi OTYeT No Mara aHanu3a

Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027

Jata npounzsoacraea T'oxen no

Mfg. License No. /

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

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

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

Pagelof 6/Crp.1 n36

Ne Test / [TokazaTenn Result / PezyasTaThl

Specification / Hopma

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
JIBOSIKOBBITTYKJIbIE TabneTkH,
MOKPEITHIE [LJIEHOUHOH 060104KOMH
Oemoro uBeTa, ¢ OAHON CTOPOHEI
rlagkue, Ha JpYrod CTOpOHE
rpaBupoBka «R 5». Ha nonepeynom
paspese saapo 6enoro ysera.

1 | Appearance/ Onucauue

Opval, 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. / OBaJbHBIE JBOSKOBBINYKJIIBIE
TabJIETKH, MOKPHIThIE TIEHOYHOM 060704K0ii
6enoro wiu moyTH GeNOro LBeTa, ¢ OJHOMN
CTOPOHEI TIJafKHe, Ha JApYroif CTOPOHE
rpasupoBka «R 5». Ha nomepeunHom paspese
A1apo oT 6enoro g0 noutu GEIOro uBeTa.

Complies as prescribed /
CootBeTcTBYeET TpebOBaHUAM

2 | Identification
Levocetirizine/
HaenTudpukanus
JleBoLeTHPH3UH

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 ynepxuBanus
OCHOBHOTO MNHMKa Ha  XpoMarorpamme
HCIIBITYEMOTO pacTtBopa JIOTDKHO
COOTBETCTBOBATH BPEMCHH  YIEP)KHBaHHS
OCHOBHOTO IMHKa HA XPOMATOTPaMMe PacTBopa
CTaHAapTHOro ofpa3na  JEeBOLETHPU3UHA
purunpoxyopuaa (paznen «KonuyectBeHHOE
OTIpeIeJIEHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: IIpoaykT cooTBeTcTBYET TpeboBanusiM H/J 3axmouenue: OJJOBPEHO

2 2 Fd « 37
Prepared by / 5‘55"!"' ~ | Checked by / Approved by: Managerf{Executive/
[ToaroroBneHo; é’ﬁ e [IposepeHo: Aé@ Onobpeto: :’\é{eﬂeumep / PykoBoguTENb
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‘ y o CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
TpoaykT: Annepsaii TabNETKH, MOKPBITHIE MIEHOUHOH 0BOIOUKOM, 5 MT

Market / Poinok : Russia / Poccus
Batch No. / i Batch Quantity / _ 1040300 tab / 1
Cepus Ne § £2500502 Pasmep cepun 1040300 Tab
Analytical Repovrt No./ . 890001788129 Date of Analysis / . 23/01/2025
AHaJuTHYeCKH oTueT Ne JaTa aHaan3a
Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027
Nara npon3BoAcTBa T'open a0
Mfg. License No. /
Mponssoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JINLEeH3usT Ne
Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT'-RU) ot 15.11.23
Page2 of 6/ Crp.2 3 6
3 | Average weight / 133.62 mg/ 133,62 mr 133.25 mg + 4% (between 127.92 and 138.58
Cpeansas macca mg) /
133,25 mr+4 % (ot 127,92 no 138,58 mr)
4 | Disintegration / 5 min/ 5 MuH Not more than 15 min / He 6onee 15 mun
PacnagaemocTth
5 | Dissolution / PacTeopenne Unit-1/ Ta6n.-1 91 % NLT 80% (Q) of label claim of levocetirizine
Unita / Tabna 93 % (()ilhydrochlonde after 20 min. / He menee 80
% (Q) OT HOMHHAJBHOIO COAEPKAHMS
Unit-3 / Tabn.-3 92 % JIEBOLIETUPU3UHA AUTHApOXJIopUaa uepes 20
Unit-4 / Ta6n.-4 0% | "™
Unit-5 / Tabn.-5 88 %
Unit-6 / Tabn.-6 91 %

6 | Related Substances / PoxcTBeHHBIE TpUMeECH

Impurity A / Ipumech A Below LOQ (LOQ =0.020 %)/ |Not more than 0.4 % / He Gonee 0,4 %
Hwxe npefena koJu4eCTBEHHOTO
onpenenenus (IIKO = 0,020 %)

1 0 0,
Impurity B / ITpumece B 0.01%/0.01% Not more than 0.4 % / He 6onee 0,4 %

Impurity C / ITpumecs C Not detected / He o6HapyxeHa Not more than 0.4 % / He 6onee 0,4 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: IIpoaykt cootBeTcTBYET TpeGoBanusiM HJJ 3axmiouenue: OIOBPEHO

N\
Prepared by / Checked by / Approved by: Mana gc@v- /
[MToprotosienp: IIposepeno: L@ Onobpeno: Menemiep / PYROBogHTEND

/_Re'%:

Date / 2.5-0)~?o2 < | Date/ ~ 2 Date
Jara: Iata: 250! S Jarta: 25 0\~ 20247




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IpoaykT: Annepsait TabneTku, MOKPBITHIE TNIEHOYHOM 060104KOM, 5 MT

Market / PoiHOK : Russia / Poccus

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

Cepusn Ne : £2300302 Pazmep ceprn 1040300 Tab

Analytical Repourt No./ . 890001788129 Date of Analysis / . 23/01/2025
AHajanTHYeCKHi oTyeT No Jara anannsa

Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027

Jara npoussoacTsa Tonen no

Mfg. License No. /

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

Analysis performed according ND No / Ananu3s nposeaen no HJI Ne: JITI-Ne(001333)~(PT-RU) dt. 15.11.23 /

JIII-Ne(001333)-(PI"-RU) ot 15.11.23

Page3 of 6/ Crp.3 36

Impurity D / [Ipumecs D

Impurity E / [Tpumecs E

Impurity F / [Ipumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlro6ast eqMHUYHAS
HeMeHTHQUIHPOBaHHAS
IIPUMECH

Below LOQ (LOQ = 0.004 %) /
Hmxe npenena konu4ecTBEHHOTO
onpexenenus (IIKO = 0,004 %)

0.03%/0,03%

Not detected / He obHapyxena

0.10%/0,10%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauuu (I1P =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 6onee 0,4 %

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

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

Total impurities /
Cymma npumecei

0.1 %/0,1 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoayxt coorBeTcTiyeT TpeboBanmsM HJJ

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Prepared by / ~Checked by / Approved by: Managex@_xecutivé)!

[ToaroTosneno,” [Iposepeno: /_@ Onobpeno: MeHeLpKep/ PykososuTeb
s>

Date / 2 5ey)-2cp o | Date / 9 5012025 Date / = P

Jara: Harta: ) Jara: 2K —) 20




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Tpoaykr: Annepsait TableTKH, MOKPHITHIE MIEHOYHOM 060T04KOM, 5 MT

JiueH3ua Ne

Market / PoiHok : Russia / Poccus
Batch No. / Batch Quantity / 1040300 tab /
: C2 :
Cepua Ne 0002 Pazmep cepun * 1040300 Ta6
Analytical Report No. / . Date of Analysis /
AHaJuTHYecKHii oTueT Ne ) 89000178812? Jara anajansa ¢ 210N
Date of Manufacture / . Date of Expiry /
e nipoissicms : 03/12/2024 Togen 1o : 30/11/2027
Mifg. License No./
IMpousBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

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

Analysis performed according ND No / Anaau3 nposeaen no HJT Ne: JITT-Ne(001333)-(PI-RU) dt. 15.11.23 /

Page4 of 6/ C1p. 4 n3 6

7 | Chiral purity / Xupanbuasn Not detected / He obHapyxeHa S-isomer — not more than 1.5% /
uHcToTa S-nzomep — He Honee 1,5 %

8 | Loss on drying / IToTeps B 2.0%/2,0 % Not more than 6.0 % / He 6onee 6,0 %
mMacce NpPH BbICYUIHBAaHHH

9 | Microbiological purity*/ Mukpo0uoJioruyeckas 4ucrora*

OtcyrcTByeT B 1 T

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10* CFU/g /
Count / O61wee uucio Memnee 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 / Ob611iee YHCI0 Menee 10 KOE/r He 6omee 10> KOE/r
JPOMOKEBBIX U TJIECHEBBIX

rpuboB

¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /

OtcytctBUE B 1T

10 | Uniformity of dosage units /
OaHOPOAHOCTD 1.8/1.8
J103UPOBAHHS B

Acceptance value (AV) should not be more
than 15.0./ [Tokazarens npremiaeMmoctd (AV)
oJKeH ObIThL He Gonee 15,0.

11 | Assay / KoinuecTBeHHO€
omnpe/eseHHe 4.99 mg / 4,99 mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mr pmo 5,25 Mr neBOlUeTHPHU3NHA
JUTHIPOXTIOpUAA B TabJIETKE.

Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
IMpumeyanue: [Ipoaykt cooTBeTcTBYeT TpeboBanuaM HJ 3axmouenne: OJJOBPEHO
S
Prepared by / 2, == | Checked by / _ Approved by: Manager/&xecutive)
[ToxrorosneHo: )ﬁf//j IIpoBepeHo: kp Onobpeno: Menemxep / Pykosoautens
%
x
Date / 2 Ge)~2cD 4 | Date/ < Date / _
Jara: Jara: 2< OI-207 Jara: 2X —0\r2024
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CERTIFICATE OF ANALYSIS

CEPTHDPHKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg

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

lpoaywkT: Anlepsaii TabAeTKH, MOKPbITLE MIEHOYHOM 0BONOUKOI, 5 MT

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne FIGESIe Pasmep cepnu " 1040300 Tab
Analytical Repo“rt No./ : 890001788129 Date of Analysis / . 23/01/2025
AHaganTuyecknii oTyer Ne Jlata anajausa

Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027

JdaTa npoussoncrsa Tonen no

Mfg. License No. /

IponseoacTeennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHueH3na Ne

Analysis performed according ND No / Ananns nposeaen no H/[ Ne: JII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

PageSof 6 /Crp.5u36

12 | Packaging / YnaxoBka

10 tablets in a (PVC/Al/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 Tabierok B
6muctep u3 (ITA/AJI/TIBX) doasru
/ amomunueBoit ¢oneru. ITo 3
6icTepa BMeCTe ¢ MHCTPYKUHel o
IIPUMEHEHHIO (nucTroM-
BKJIQJIbIIIIEM) B IAYKY KAPTOHHYIO,

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

/ Mo 7 umu 10 Tabnerox B GuucTep u3
(TTA/AJI/TIBX) ¢onerd / amroMHHHEBOM
doneru. Io 1, 2 unu 3 6aucrepa BMmecte ¢
MHCTPYKUHEH N0 NPUMEHEHHIO (JIMCTKOM-
BKJIAZBIIEM) B TAYKy KaPTOHHYIO.

* 1t 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.
* [poBoauTCs MPOM3BOAUTENEM NPH BBIMYCKE NEPHOIHYECKH (C MHICPBAIOM OIHO HembiTanve Ha 10 cepuil iy He Menee 1 pasa B rog).

Toxasate/is MOXET ObITh HE BKITFOUEH B cepTHUKAT aHanmm3a Gupmsl

Levocetirizine dihydrochloride / JIeBolieTHpH3HHA AUTHAPOXIIOPHT

API name / HaumenoBanune APC:

Levocetirizine / JleporieTupu3nu

INN / MHH:
API manufacturer batch number / ACRHO000808
Homep cepuu npousBoauTtenss ADC:

FCRA00804

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIuH
npouzBoauntens I'JIdD:

Remarks : The Product confirms to ND/
IIpumedanue: IIpoayKT COOTBETCTBYET TpeboBanusm HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Approved by: Manager(E}_cpcutiy_—e;)f

Prepared by / 72 _/{3,!/"6:_ ~ A Checked by / _ cut

[MoaroToBAEHOY ﬂﬁ;‘-////’/ [IpoBepeno: 47 Onobpeno: l\g:eﬂemxep / PykoBogurens
R

Date / 0S ~_ 2025‘ Date / .~ | Date/

Jara: = lara: 2> 0O- YOS Tara: DN\ 200K"
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
MpoaywT: Annepssii TaGnerku, NOKPLITHIE MICHOYHON 000I0MKOIT. 5 MI
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 1040300 tab /
|Cepna Ne 20000 Pasmep cepun " 1040300 Tab
A i . i

nalytical Repovrt No./ . 890001788129 Date of Analysis / . 23/01/2025
AHaanTHyecknii oryer Ne Mara anannza
Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027
JdaTa nponsBoacTsa T'ogen no
Mfg. License No. / R N
IMpousBoacTeeHnasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JTHUEeH3HA Ne
Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JI1-Ne(001333)-(PT-RU) ot 15.11.23

Page6of 6 /Crp. 6 m3 6

ﬁpiuﬁil;l;?:;:r“:((yg ffrcz:;:?ry/ Dr. Reddy's Laboratories Ltd., India /
p IR H-p Pennw’c Jladoparopuc JIta., Muaus
Survey Ne41, (Formulations Technical Operations - Unit-III),

I;;n;le;:l?t: l;ilsls;i?lm:i(t):l/zgzzltlr?]osg: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / g Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
State, India (License No 59/RR/AP/97/F/R)

HanmeHoBaHHe, ajpec H HOMeP

Vuacrok Ne 41, (Ilpoussoacteennoe nogpasaenenue-1II), bauynamm
JINIEH3HH TUIOINAJKH,

Bunnanx, bauyrnanm Manjan, Menuan Mankamkrupa JJHCTpHKT,

ocymecTB.umozl(en bauynannu (B), bauynammm (M), Menuan-Mankamkrupu (1), mrart
NPOH3BOACTBO/KOHTPOTR Tenaurana, Uunus (Jluuenzus Ne 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.

3aKIrOUeHUE O COOTBETCTBUM: «HaCTOAINM s TOATBEPK A0, UTO MPUBEACHHAS BhILIE HHPOPMALIUS SBIAETCA JOCTOBEPHOH
¥l TOUHOM. DTa cepus NPOIYKLHHU Npou3BeeHa (BKIIOUas ynakoBKy (MapKUpPOBKY) H KOHTPOJIb KaueCTBa) Ha BbILIEYKa3aHHOH
MpOM3BOJACTBEHHON Miowaike (IUIOIafKax) B TOJHOM COOTBETCTBHM ¢ TpeboBaHusiMu [IpaBun Hazuiexaiei
npou3BoACTBeHHOM mpakTuku (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeGoBaHMAMM KOHTPOJSL KauecTsa
NIEKAPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBHHM CO CHELUPHKALHMAMH, COACPKAIMMHCS B PETHCTPALMOHHOM [N0CHE
CTpaHbI-MMMNOPTEpa. 3alHCH 10 MPOW3BOACTBY, YINAKOBKE M aHalM3y MPOBEPEHBI, H YCTAHOBICHO MX COOTBETCTBHE

TpeboBanusm [IpaBun Hajexallel IPOM3BOACTBEHHON MPaKTHKHU.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Tponyxr cootBeTcTBYeT Tpebosanusam HJI 3axmouenue: OJOBPEHO

i /’)
Prepared by / — _ pze+"| Checked by/ / Approved by: Manager/(Executive/
]'[031'0'1'03%:10(/'_@222-}’ [Iposepeno: ’%@ Onobpero: ]\QZICHCI[)KCP / PykoBoauTesb
Date / Date / Date /
Hara: 25-01" 2225 Hara: 150 205 Iara: 2K R\ 202¢




