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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpomyrr: Ansnepesii TaGACTKIL MOKPHITHIE TICHOYHON 060N0YKOM. 5 MT

Market / Peinok

: Russia / Poccus

JAneH3us No

Batch No. / ) Batch Quantity / 1040300 tab /

Cepun No e Pasmep cepun 1040300 Tab

Analytical Reponrt No./ . 890001770618 Date of Analysis / . 25/10/2024
AHajiuTHYeCKHH 0TYeT No laTa anaamnsa

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

Hdara nponssoacrsa T'onex no

Mfg. License No. /

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

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

Analysis performed according ND No / Anaans nposexen o HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Pagel of6/Crp. 1136

[ Ne Test / Iloxazarenan

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance/ Ouncanmne

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 TabneTkw,
MOKPBITHIE MJIEHOYHOH

obonoykoit Oenoro 1pBera, c
OJHOW CTOpPOHBI TJagKue, Ha
IpYroi cTopoHe rpaBupoBka «R
5». Ha momnepeyHom paspese
anpo 6enoro 1pera.

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 JBOSKOBBITYKIIbIE
TabJIETKH, TOKPBIThIE MJIEHOYHOH 060IOUKOM
Oenoro uiu mouTtu Genoro LBeTa, ¢ OJHOM
CTOPOHBI TNafAKHe, Ha JAPYrol CTOpoHe
rpaBuposka «R 5». Ha monepeunom paspese
SAPO OT 6eoro o MouTH 6enoro 1BeTa.

2 | Identification
Levocetirizine/
Unentndurxanus
JleBoueTnpusnu

Complies as prescribed /
CooTtBercTBYET TPEOOBAHUSIM

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 ynepxuBaHusa
OCHOBHOrO  NHKAa Ha  XpoMarorpamme
UCTIBITYEMOrQ pacTBopa JOJDKHO
COOTBETCTBOBATb  BPEMEHH  YAEPKHUBAHHS
OCHOBHOIO MHMKa Ha XpOMaTorpaMMe pacTBopa
CTaHAapTHOrOo  obpaslia  JIEBOLETHPH3HHA
guruapoxiopuaa (pazgen «KonuyecTBeHHOE
OTIPEJENIEHNER).

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeGoBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

V)
Prepared by / in?ft | Checked by / Approved by: Manager/Executive /
IMoaroropneHo: ]'Ipoaepe Onobpeno: Menemxep / Pélgonmenb
Date / Date / Date / \
QQ O ~ R ke AN
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CERTIFICATE OF ANALYSIS

CEPTHDPHKAT AHAJTH3A

Product : Allerway film-coated tablets 5 mg
Mpojaykr: Annepesii TaGneTku, MOKPsITEE MICHOYHOM 060IOUKO, 5 Mr

Market / PeiHox

: Russia / Poccust

Jannensusa Ne

Batch No. / . C2413721 Batch Quantity / . 1040300 tab /

Cepust N ) Pa3zmep cepun " 1040300 Tab

Analyti . i

AnnI}tlcaI Repourt No./ . 890001770618 Date of Analysis / . 25/10/2024
HAJIMTHYECKUiT oTyeT No Jlara aHanu3a

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

Hara nponzsojacrsa T'ogen no

Mfg. License No. /

Iponssoacreennasn : 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 / Ananu3 nposegen no H/I Ne: JITI-N2(001333)-(PT-RU) dt. 15.11.23 /

Page2 of 6/ Crp. 2 13 6

3 | Average weight /
Cpeansia macca

134.45 mg / 134,45 mr

133.25 mg + 4% (between 127.92 and 138.58
mg) /
133,25 mr + 4 % (or 127,92 1o 138,58 mr)

4 | Disintegration /

Smin/5 mMuH

Not more than 15 min / He 6onee 15 mun

Pacnagaemocts
5 | Dissolution / PacTBopenue Unit-1/ Ta6mn.-1 95 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn2 93 % ghhydrochlonde after 20 min. / He menee 80
% (Q) OT HOMHHAJBHOrO COZICpXKAHHS
Unit-3 / Tabn.-3 96 % JIeBOLETUPH3MHA AUruapoxnopuna yepes 20
Unit-4 / Tab1.-4 7% |
Unit-5 / Tabn.-5 96 %
Unit-6 / Tabn.-6 94 %

6 | Related Substances / PogcTBeHHBIE IpHMeEcH

Impurity A / [pumecs A

Impurity B / [Tpumecs B

Impurity C/ [Tpumecs C

Impurity D / [lpumecs D

Not detected / He oGHapyxeHa

0.03%/0,03%

Not detected / He 0OHapyxeHa

Below LOQ (LOQ = 0.004 %) /
Huxe npesiesnia KONU4ECTBEHHOrO
onpenenenus ([IKO = 0,004 %)

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

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

Not more than 0.4 % / He 6o1ee 0,4 %

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

Remarks : The Product confirms to ND/
ITpumeuanne: [IponykT coorBercTBYeT TpeboBanusmM HJL

Conclusion : APPROVED /
3akaogenne: OJJOBPEHO

Prepared by / ﬁ,&lﬂ fChecked by / Approved by: Manager/Executive /
IToarorosnexo: ff/ I']po'BepE@_\L’ Onobpeno: Menemxep / ]g_x/oqaozlmenb
Date / Y Octs Date/ Date / A 190
Jara: % (o Jara: 29 ~() ~ 9P ¢ 4 Hara: \17




CERTIFICATE OF ANALYSIS
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CEPTHOHKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

M poayicr: Aneppaii TabaeTKi. NOKPHITEIE MIEHOYHOH 060M0HKOH, 5 MT

Market / PoiHok : Russia / Poceus

Batch No. / . C2413721 Batch Quantity / . 1040300 tab /

Cepuisi Ne i Paszmep cepun " 1040300 Tab

A i ; i

Analytlcal Repo“rt No./ . 890001770618 1_)ate of Analysis / . 25/10/2024
HAJIUTHYECKHI oTyeT No JlaTa ananmuza

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

JlaTa npouzBojicTBa TogeH go

Mifg, License No. /

IMpounssoacTeennasn 1 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

Jinuen3ns Ne

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

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

Page3 of 6/Crp.3 u3 6

| Impurity E / TIpumecs E
Not
Impurity F / [Ipumecs F
Impurity RCT-3 / TIpumecn
RCT-3
Below

Any individual unidentified
impurity / Jlrobas enunu4Has
HEeUJEHTHULMPOBAHHAS
npuMech

niopora peructpauuu (ITP =0,05 %)

0.03%/0,03%

detected / He oOHapyxeHa

0.08%/0,08%

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

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

BDL (BDL= 0.05 %) / Husxe

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

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

Total impurities /
Cymma npumecei

0.1 %/0,1%

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

7 | Chiral purity / XupaasHas Not detected / He o6Hapy»keHa S-isomer — not more than 1.5% /
(EESESES S-uzomep — He Gonee 1,5 %
8 | Loss on drying / Iloreps B 3.2%/3,2% Not more than 6.0 % / He 6onee 6,0 %
Macce NMPH BbICYLIHBAHHU
L

Remarks : The Product confirms to ND/

[Mpumeuanne: [IponykTt coorBeTcTBYET Tpeboranusivm H]|

Conclusion : APPROVED /
3axmoyenue: OJOBPEHO

)

Prepared by / ~ | Checked by / Approved by: Manager/Executive /

TTogrorosneHo: [Tporepeno; N\ ~2 Opo6peno: Menemxep / PykoBoautens
. — y

Date / Date / Date / oS b /‘“ﬁ

Jlara: Jara: _5_7_4__7 ~ {0 ~9m2 o4 | Hata:
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Mpoxyict: AuiepBaii TaGIETKH, MOKPBITEIE MIEHOYHON 0GOI04KOM, 5 MI

Market / Poinok

: Russia / Poccus

JuueH3us Ne

|

Batch No. / . 2413721 Batch Quantity / . 1040300 tab /
Cepusi Ne ’ Pasmep cepum " 1040300 Tab
A i 5 i
nalytical Repovrt No./ . 890001770618 Date of Analysis / . 25/10/2004
AHanuTHuecknii oTuer No HdaTta ananuza
Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027
Jdara npousBoacTBa Tozen go
Mfg. License No. /
IlIpousBoacTBennas : 59/RR/AP/9T/E/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)

Analysis performed according ND No / Ananns nposenen mo H/I Ne: JIIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) o 15.11.23

Page4 of 6/ C1p. 4 u3 6

9 | Microbiological purity*/ MukpoGuoornyeckass yucTora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10* CFU/g /
Count / O6uiee yncno Menee 10 KOE/r He 6onee 10° KOE/r
a3poOHBIX MUKPOOPraHu3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10* CFU/g /
moulds count / Ob1iee uncno Menee 10 KOE/r He 6onee 10> KOE/r
JPOXOKEBBIX U TIIIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcytcTByeT B 1T OtcyrerBue B 11
10 | Uniformity of dosage units / 3.3/3,3 Acceptance value (AV) should not be more
OnHOpPOAHOCTD 103HPOBAHHS than 15.0./ Iloxa3arens npuemnemocti (AV)
JIoJpkeH ObiTh He Gonee 15,0.
11 | Assay / KonnuecTBenHoe 4.94 mg / 4,94 mr Between 4.75 mg and 5.25 mg of
onpegeneHue levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr po 5,25 Mr JeBOUETHPH3UHA
JUCHAPOXJIOpUAa B TabneTke.

12 | Packaging / YnaxoBka 10 tablets in a (PVC/AI/PVC) foil / | 7 or 10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1 blister 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 Ttabnerox B |/ Tlo 7 wmu 10 Tabnerox B Oaucrep u3
omucrep u3 ([TIA/AJ/TIBX) donsru | (ITA/AJI/TIBX) donsru /  amoMHHHEBOMH
/  amomuHueBoil Qoneru. Ilo 1 | doneru. [lo 1, 2 unu 3 Gnucrepa BMECTE C
OJIMCTEpPY BMECTe C MHCTPYKIIHEH MO | HHCTPpYKLMEH 10 NPUMEHEHHI0 (JIMCTKOM-
MPUMEHEHHIO (IMCTKOM- | BKJIaAblllieM) B Ta4Ky KapTOHHYIO.
BKJI3/IBIIIEM) B IAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanmne: [Iponykt coorBeTcTBYeT TpeboBanmsim HJJ

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

Prepared by / ,(),(31/ T Checked by / Approved by: Manager/Executive /
[Moarorosneno: - IMposepen o@ =2 Onobpeno: Menemxep / PykoBonutens
Date / Date / Date /

Dg~0 -2 &S b
Hara: 4 Hara: 24 ~(0~202¢4 Hara: \H




CERTIFICATE OF ANALYSIS

, ®o
Dr.Red dY’S ‘%‘ CEPTHU®HUKAT AHAJIA3A

[Product : Allerway film-coated tablets 5 mg
Mpoayskcr: Annepssit TaGNETKI, MOKPBITHIE MIEHOYHON 060104Koii. 5 MT
Market / PeiHOK : Russia / Poccus
Batch No. / . Batch Quantity / 1040300 tab /
Cepus Ne I G421 Pazmep cepun 1040300 Ta6
Al i 5 i
nalytical Repovrt No./ . 890001770618 Date of Analysis / . 25/10/2024
AHaJuTHYeCKHIT oTueT Ne |TaTa anann3a
D ' i
ate of Manufaclt_ure / . 26/09/2024 Date of Expiry / . 31/08/2027
Hata npon3soacTsa Toaen po
Mfg. License No. /
IIpousBoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
Jinnensus Ne
Analysis performed according ND No / Ananus nposeaen no H/I Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIII-Ne(001333)-(PT-RU) or 15.11.23

PageSof 6/ CTp.5u3 6
* 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.
* [IpoBoAKMTCS MPON3BOAMTENEM NPH BBITYCKE NEPUOAHYECKH (C HHTEPBATIOM OJIHO MCTIbITaHHe Ha 10 cepuil nim He MeHee

1 paza B rox).

TTokazateib MOXKET ObITh He BKJIIOUEH B CepTH(IKaT aHam3a (PupMbL.
API name / HanmenoBanue ADC: Levocetirizine dihydrochloride / JleBonerupusnna AUrHAPOXIOPHUL
INN / MHH: Levocetirizine / JlesoLeTnpu3un
API manufacturer batch number / ACQH004209

Homep cepun npousBogutenss ADC:
FP Manufacturer API Batch number /

Homep cepun cybcTanumu FCQA02970
npouszBoguTteas I'JID:

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /
IIpouseoautensr ADC, crpana: J-p Pennu’c Jlaboparopuc JIta., Uaans

o Survey Ne41, (Formulations Technical Operations - Unit-IIT), Bachupally

Name, address, authorization No for . ——— -

FP facturing site / Control site / Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
manf acuring site CORroTSe T | Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

Seeaseple No S/RR/AP/97/F/R)

AIMEHOBANFS SaAPCE [IEoNMCP Vyactok Ne 41, (IIpousBoacteenHoe noapasneneHue-1II), bauynammu
JHIICHSHH nnomafum, Bwinamk, bauynannu Mangan, Meauan Mankampxkrupu JIMCTPUKT,
OCyeCcTBINomEn bauynanmu (B), bauynanm (M), Mequan-Mankamkrapu (1), wrat
IPEEENONETRD KOSUICE Tenanrana, Unaus (Jluuensus Ne 59/RR/AP/97/F/R )

KkadectBa/Boinmyck I'JI® /

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.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusm HJI 3akmouenune: OJOBPEHO

Prepared by / ,_;Cii/ Checked by / Approved by: Manager/Executive /
[Moprorosnexo: L%/ [Tposepeng A1 2 Onobpeno: Menemxep / PykoBoautens
Date / 0 9’“6@~QQ3 ¢ Date/ Date / AR Ay A
Jara: Jara: 29 1o - 20244 | Hata: ol
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CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJII3A

Product : Allerway film-coated tablets 5 mg
Ipoayxr: Aiepsaii TabNETKH, NOKPLITHIE TIIEHOYHOH 060n0KOii, 5 MI

Market / Poinox : Russia / Poccus

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

Cepun Ne | eZaibie Pasmep cepun © 1040300 Tad

Analytical Repovrt No./ . 890001770618 Date of Analysis / . 25/10/2024
ARagnTnyeckuii oTyet Ne data ananusa

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

Jata npoussoacrea Toaen xo

Mifg. License No. /

IIpon3BoacTBennas : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI-RU)
JHueH3ns1 Ne

Analysis performed according ND No / Ananus nposeaen mo H/T Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(P1-RU) ot 15.11.23

Page 6 of 6/ CTp. 6 13 6

3ak/IFO4eHHe 0 COOTBETCTBHM: «HAaCTOAIIMM 51 MOATBEPXKAAI0, YTO MPUBENEHHAs Bblllle HHPOPMALIHS SBJISETCS JIOCTOBEPHOM
¥ TOYHOR. DTa cepust IPOAYKUMH MPOU3BEIeHa (BKIIIO4As Y1aKOBKY (MAPKHUPOBKY) M KOHTDPOb KAuecTBa) Ha BBILIIEYKA3aHHOM
MPOM3BOACTBEHHON ~nuollaaKe (MNOW@Ankax) B TONHOM COOTBETCTBMM C TpeGoBaHHAMM IIpaBHI  Hagiexatueif
Npou3BOACTBEeHHON npakrukn (NeGMP-01887/21/IN ot 28 ampenst 2021) u TpeGoBaHMSMH KOHTPOJS KadecTpa
NeKApCTBEHHBIX CPENCTB, & TaKXK€ B COOTBETCTBHM CO CHELMPUKALMAMH, COAECPXKALUMMHCI B PETMCTPALMOHHOM J0CHE
CTpaHbl-UMNOpTEPA. 3anuci MO MPOM3BOJACTBY, YNAKOBKE U aHANM3Yy IPOBEPEHbI, M YCTAHOBJIEHO WX COOTBETCTBUE

TpeboBanuam [pasun Haanexaiieit nPOU3BOACTBEHHOI TPAKTHKH.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoayxT cooTBeTcTBYET TpeboBanusmM H ]|

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / 2, TF Checked by / Approved by: Manager/Executive /

[Moarorosnexo: % - l'[pmaep 2 Onobpeno: Menemxep / Pykooaurens
/ —_—

Date / 29 R Date/ Date / TRy -

JaTa: (D-£024 Tata; 249 ~(p ~ 20 2¢4 | Hara:




