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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
ITpoaykr: Annepsaii TabneTKu, MOKPHITHIE MIIEHOYHOH 060TOUKOMH, 5 M

Market / Poisok

¢ Russia / Poccus

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

Cepus Ne e Pa3mep cepuu " 1040300 Tab

Analytical Repo“rt No./ . 890001788980 Date of Analysis / . 27/01/2025
AHanntnyeckuii oTyet Ne JaTta anaausa

Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027

JaTa nponsBoacTea Toaen Ao

Mfg. License No. /

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

JIHIEeH3Ha No

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

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

Pagelof 7/Ctp. 1 m37

Ne Test / Iloxaszarean

Result / Pe3ynbTaThl

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. / OBaJbHEIE
JIBOSTKOBBITTYKJTbIE TablIeTKH,
HOKPBIThIE TUIEHOYHOH o000M0uKol
fegoro 1LBeTa, ¢ OAHOHW CTOPOHBI
rnagkue, Ha ApYrod CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom
paspese sapo 6enoro 1Beta.

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 IBOSKOBBIMYKJIbIE
TabJIeTKH, NMOKPBIThIE IJIEHOYHOH 060J10uKOit
6enoro Wiu MOYTH OENOro LBETa, ¢ OIHOM
CTOpOHBl TNiafKkhe, Ha Jpyroit cropoHe
rpaBupoBka «R 5». Ha momepeunom paspese
sapo ot 6ejioro 1o moutyu 6enoro 1Bera.

2 | Identification
Levocetirizine/
HUnentuduxanus
JleBoueTHpH3UH

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHHAM

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 yIepxuBaHHS
OCHOBHOTO MHKa Ha  XpoMarorpaMme
UCTIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBAaTh BPEMEHU  YICPKHBAaHHUs
OCHOBHOTO IMHKAa Ha XpOMaTorpaMMe pacTBopa
cTaHmaptHoro ofpa3ua J€BOLETHPH3MHA
muruapoxyopuaa (pazaen «KojauuectBeHHOE
OTIpeIENIEHHEY).

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYET TpebGoBanusm HJT

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

= ;Checked by/

Prepared by / 7 -
IozaroToBneHo: Jgﬁ/
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- —
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Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
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Date /
Jara:
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Date /
Jarta:
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
Hpoayxr: Annepssii TabIeTKH, NOKPHITEIE MIEHOYHOM 060104KOH, 5 Mr

Market / Poinox : Russia / Poccus

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

Cepus Ne = Pasmep cepun 1040300 Tab

Analytical Repovrt No./ : 890001788980 Date of Analysis / . 27/01/2025

AHanuTnueckuii oTyeT Ne HMata ananuza

Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027

JlaTa npon3BoacTBa Tongen o |
Mfg. License No. /

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

JuneH3nsA Ne

Analysis performed according ND No / Anasns nposeaen mo HJ{ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JHI-Ne(001333)-(PI'-RU) ot 15.11.23

Page20f 7/Crp. 2 m3 7

3 | Average weight / 132.27 mg/ 132,27 mr 133.25 mg + 4% (between 127.92 and 138.58
Cpennsasi macca mg) /
133,25 Mmr+4 % (ot 127,92 no 138,58 mr)
4 | Disintegration / 5 min/ 5 Mun Not more than 15 min / He 6onee 15 mun
Pacnagaemocthb
5 | Dissolution / PacTeBopenue Unit-1/ Ta6n.-1 98 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabna 97 % 0dlhydrochlorlde after 20 min. / He Menee 80
% (Q) OT HOMMHAIBHOIO COAEPXKAHHS
Unit-3 / Ta6n.-3 83 % JIeBOLETHPU3NHA AUTHIpoxXIopuaa depe3 20
Unit-4 / Ta6n.-4 100% | "
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 96 %
Unit-7 / Tabn.-7 99 %
Unit-8 / Ta6n.-8 97 %
Unit-9 / Tabn.-9 99 %
Unit-10/ Ta6n.-10 98 %
Unit-11/ Taba.-11 98 %
Unit-12 / Tabn.-12 98 %
6 | Related Substances / PoncTBeHHbIe IpUMecH

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykr cootBeTcTByeT TpeboBanusam HJT 3axuouenne: OJOBPEHO

L)
Prepared by / /QQ;‘Z‘ 3(_3hecked by/ Approved by: Manager/Executive /
[MoarorosieHoN - = |[]}086p’l‘(10i 1) V74 Onobpeno: Menemxep / PykoBoautens
Date / et Lol s |Date/ Date / oS
Jara: Jara: 285-0(~9024 | Hara: s
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Tpoayxer: Annepsaii Tab/lcTKH, MOKPBITEIE MIEHOYHOM 06010UKON, 5 M

Market / Poinok

: Russia / Poccus

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

Cepun Ne eSO Pasmep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001788980 Date of Analysis / . 27/01/2025
AHajiMTHYECKHIT oTyeT Ne Jara anann3a

Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027

JlaTa npousBoacTea T'ogen ao

Mfg. License No. /

IIponsBoacTBeHHan : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

JUIEeH3una Ne

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

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

Page3 of 7/Crp.3 m3 7

Impurity A /Ilpumecs A

Impurity B / Tlpumecs B

Impurity C/ Tlpumecs C

Impurity D / [Tpumecs D

Impurity E / [Ipumecs E

Impurity F / ITpumecs F

Below LOQ (LOQ = 0.020 %) /
Hwuxe npenena KonTu4eCTBEHHOTO
omnpenenenus (ITKO = 0,020 %)

0.01%/0,01%

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.004 %) /
Hyxe npegena KoMH4eCTBEHHOTO
onpeaenenus (IIKO = 0,004 %)

0.03%/0,03%

Not detected / He oOHapyxeHa

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

Not more than 0.4 % / He 6osee 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 %

Remarks : The Product confirms to ND/
Ilpumeyanne: [IponyxT cooTBeTcTBYET TpeboBanusm HJJ

[

Conclusion : APPROVED /
3akiouenue: OJJOBPEHO

Prepared by / ) éﬁ% Checked by / Approved by: Manager/Executive /
Ho,uromsneﬂoz%" [—-[pﬂBﬂpﬁH@) i Onobpeno: Menemxep / PykoBoaurens
Date / ool ~Pop s |Dae/ Date / o
Hara: Hara: 28~01~92n2%5 | Hara TR AL

‘Not more than 0.4 % / He 6onee 0,4 %
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Mpogysr: Annrepesii TaGaeTkn, MOKPHITEIE MIEHOYHOH 060104KOH, 5 M

Jara npousBoacrsa

Toaen no

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepns Ne + €2500304 Pazmep cepun * 1040300 Ta6

Al i B i

Analytlcal Repovrt No./ - 890001788980 Date of Analysis / . 27/01/2025
HaJINTHYeCKHil 0TyeT No Jara anaamusa

Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027

Mfg. License No. /
IIpousBoacTBeHHast
JHUEeH3ust Ne

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

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

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

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

Paged4of 7/ Crp.4u3 7

Impurity RCT-3 / Tlpumecs
RCT-3

Any individual unidentified
impurity / Jlrobas eauHuuHasg
HEUACHTUPULHPOBaHHAS
IpUMECh

0.10%/0,10%

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

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

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

Total impurities /
Cymma npumMeceit

0.1 %/0,1 %

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

S-isomer — not more than 1.5% /

7 | Chiral purity / Xupanbnasn Not detected / He obHapyxeHa
I S-uzomep — He 6oyee 1,5 %

8 | Loss on drying/ [loTeps B 25%/25% Not more than 6.0 % / He 6onee 6,0 %
Macce NpH BbICYIIHBAHHH

9 | Microbiological purity*/ MukpoGuosornyeckas 4ucToTa*

a) Total Aerobic Microbial
Count / Obmee yucio
a3pOo0HBIX MUKPOOPTaHMU3MOB

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [TponykT cooTBeTcTBYET Tpeboanusm HJI

Conclusion : APPROVED /
3akaouyenne: OJJOBPEHO

"
Prepared by / ] &;,52/";'/ Checked by / Approved by: Manager/Executive /
IToAroTOBNEHO: :Ma/cj’f& [I]‘)OBE:]}E:H{[ o\ ~F Ono6peno: Menemxep / Pyxosoxutens
- 3 B —_—
Date / 02 c1~Q0AS Date/ Date / g o) oW
Hara: Jata: Ds 0l 2025 Jara:
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

Iponykr: Annepssii TaGneTkH, NOKPLITHIE MIEHOYHOM 060N0UKOH, 5 Mr

Market / PuiHok : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepus Ne § CeS0050% Pasmep cepun " 1040300 Tab

Analyti : i

Ana ytical Repovrt No./ . 890001788980 Date of Analysis / . 27/01/2025
HanuTHYeCKHH oT4yeT No Jlata ananusa

Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027

Jara npon3soacrea I'onen no

Mifg. License No. /

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

Jiuensus Ne

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

Analysis performed according ND No / Ananu3 nposeaen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

PageSof 7/Crp.Su3 7

b) Total Combined Yeast and
moulds count / Obiee yucio
JPOXOKEBBIX U TJIECHEBBIX
rpu6oB

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

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

¢) Escherichia Coli

Absentin 1 gram /
OrcytctByeT B 1T

Shall be absent in 1 gram /
OtcyrctBue B 1 1

Acceptance value (AV) should not be more

aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 tabnerox B
6mactep us (ITA/AJI/TIBX) donbru
/ amomunueBoit ¢oneru. Ilo 3
OJIECTEPa BMECTE C MHCTPYKLKEH 1o
MIPUMEHEHUIO (ucTKOM-
BKJIaJIbIlIIEM) B MUKy KapTOHHYIO.

10 | Uniformity of dosage units /
OnHopogHOCTH than 15.0./ Ilokasarens npuemiaemocta (AV)
1.4/1,4
J03HPOBAHHUS JoJbkeH ObITh He boee 15,0.
11 | Assay / KoauyecTBeHHOe Between 4.75 mg and 525 mg of
onpeneIeHHe 4.93 mg/ 4,93 Mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr pgo 5,25 Mr JeBoleTHpH3UHA
JUCHIPOXJIOpHAA B TableTke.
12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil /| 7 or 10 tablets in a (PVC/AI/PVC) foil /

aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 wmu 10 Tabnetok B Onucrep u3
(ITA/AJITIBX) donpern / amoMHHHEBOM
donbru. Tlo 1, 2 wnu 3 GaucTepa BMECTE C
HHCTPYKIHEH 110 NPUMEHEHHIO (JINCTKOM-
BKJIAJIBIIIEM) B TAYKY KApPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [IpOBOIHTCS NPOU3BOIMTENEM TIDH BEITYCKE IEPHOAHYECKH (C HHTEPBAIOM OJHO HCIbITaHue Ha 10 cepiii wnu He MeHee | pasa B ron).

[oxa3zarens MoxeT ObITh HE BKIIOUEH B cepTudukar aHannza Gupmsl

* Tt 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).

Remarks : The Product confirms to ND/
IMpumeuanne: [Tpoxykr cootBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

)
Prepared by / .= Checked by / Approved by: Manager/Executive /
e y). - 2y e : T Opp6 M / PykoBOANTENB
[Toproroenend V ﬂpoacpcm{ [ r-,) ,\/ nobpeno: Menemxkep / Py I
Date / e) ~90p s |Date/ — Date / 8§ 5 -2
Iara: 22 Jara: O&~06(~202% | Hara:




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Mpoaykr: Annepraii TabneTki, NOKPLITHIE MIEHOYHOH 060T0UKOH, 5 MT

Market / Poisok : Russia / Poccus

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

Cepun Ne § €2500304 Pa3mep cepun " 1040300-Ta6

Analytical Repo“rt No./ - 890001788980 Date of Analysis / . 27/01/2025
AHaauTHyecKHii oTueT Ne HMata ananusa

Date of Manufacture / . 28/11/2024 Date of Expiry/ . 31/10/2027

Jata npousBoacraa Togen no

Mfg. License No. /

IIpoussoacTBeHHAN : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI-RU)
JIHUeH3Hs1 No

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

Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page 6 of 7/ Ctp. 6 3 7

API name / Haumenoanue ADC:

Levocetirizine dihydrochloride / JleBoueTHpHU3HHa AUTHAPOXIOPH

Levocetirizine / JleBoueTHpU3UH

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIMH
npouspoauteas I'JId:

INN / MHH:
API manufacturer batch number / ACRHO000808
Homep cepun npounzpogurtena ADC:

FCRAQ00804

API Manufactured by & country /
IlponssoanTtens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepaw’c Jlaboparopuc JIta., Unaus

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

HanmenoBaHue, agpec H HOMep
JIHIEH3HH IIOIAJKH,
OCYIEeCTBJISIIONI e
NPOH3BOACTBO/KOHTPOJIbL
KkauecTBa/Boinyck I'JID /

Survey Ne41, (Formulations Technical Operations - Unit-III),
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)

VYyactok Ne 41, (ITpousBoacteeHHOE ofpazgencaue-111), bauynamm
Bunnamk, bauynannu Mangan, Meggan Mankamxrupu JUCTpukT,
Bauynannu (B), bauynammu (M), Menuan-Mankamkrup (JI), mrat

Tenanrauna, Uuaus (Jluensus Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumevanue: [IpoayKT COOTBETCTRY /LTpe6OBaHH;[M HO 3akmouenue: OJJOBPEHO

+'Checked by / Approved by: Manager/Executive /

Prepared by / (// [/C’”’( :
[TOArOTOBNEHO: M —— (/‘? / Opobpeno: Menenxep / Pykosoaurens

Date / Dgel-9c25 | Date/ = Date / ~ &) ANK

Hara: Ilara:

9% ~0(~2025 | Hara:
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CEPTUDOUKAT AHAJIA3A

Product : Allerway film-coated tablets 5 mg
Ipoaykr: AnepBaii TaGNeTKH, HOKPHITHIE TIEHOUHOH 060NIOYKOM, 5 MT

Market / Poinok : Russia / Poccus

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

Cepus Ne 1 €2500304 Pasmep cepun * 1040300 Tab

Analytical Repourt No./ . 890001788980 Da't‘el of Analysis / . 27/01/2025
AHaJnTHYeCKH oTYeT No Jara anaamsa

Date of Manufacture / + 28/11/2024 Date of Expiry / . 31/10/2027

Jata npousBoacrea Toaen go

Mifg. License No. /

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

JHueH3us Ne
Analysis performed according ND No / Ananns nposeaen no HJI Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

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

Page7of 7/ Ctp. 7 u3 7

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.

3axmoueHde o0 cooTBeTcTBUH: «HacTosgmum s noaTeepyxaato, 4To NpMBEAEHHAS BhIlIe HHGOPMALUS ABJISETCSA NOCTOBEPHOH
M TOUHOI1. DTa cepus MpOAYKIMHU IPOU3BEAEHA (BKIIOYas yaKoBKY (MapKUPOBKY) H KOHTPOJb Ka4ecTBa) Ha BbILIEYKa3aHHOMH
NpOU3BOACTBEHHO miowagke (IUIOlankax) B TMONHOM COOTBETCTBHHM ¢ TpeOoBaumsMd IlpaBui  Hapjexaueit
npoussoAcTBeHHOM npakTuku (NeGMP-01887/21/IN ot 28 ampenss 2021) u TpeGOBaHHUAMH KOHTPOJIS KauyecTBa
JIEKAPCTBEHHBIX CPEJCTB, & TaKKe B COOTBETCTBUH CO CMEl[MDUKANUSIMHU, COAEPKAIIAMHCS B PETUCTPALMOHHOM JIOChE
CTpaHbl-UMIIOPTEpPa. 3arnucu MO IPOM3BOJACTBY, YINAaKOBKE W aHAJM3y IPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBME

TpedoBanusM [IpaBui Haasexkaleil NPOU3BOJCTBEHHOMH PaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponyxr coorBeTcTBYET TpeboBanusm H/J 3akmouyenne: OJOBPEHO
=D
Prepared by / ~~ | Checked by / Approved by: Manager/Executive /
gy

Iloarorosneno: -~ [IpoBepeno; i) P Onobpeno: Menemxep / PykoBoautens

o — vl
Date / DLrOI-Dcps Date / Date / Ny
Tara: Jara: 2% -0 | ~2025 | JHara: A dag




