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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTH3A

Product : Allerway film-coated tablets 5 mg
| MpoayxT: Annepesii TabneTKH, MOKPEITHIE MIEHOYHOM 060/104KOil, 5 MT

Market / Poigok : Russia / Poccus

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

Cepuna No oSS Pasmep cepun 1040300 Tab

Analytical Repourt No./ . 890001777955 Date of Analysis / . 30/11/2024
AuaauTnyeckHii oryer Ne JlaTa aHanu3a

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

dara npounssoiacrea I'ogen 10

Mfg. License No. /

IponssoacreeHnas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHIeH3us Ne

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

Analysis performed according ND No / Auanus nposegen no HJI Ne: JII-Ne(001333)-(PT-RU) dt. 15.11.23 /

Pagelof 6/Crp.1u36

Ne Test / loxa3zaTen

Result / PesynbTaTnl

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. / OBajbHbIE
JBOSIKOBBITYKJIbIE TabJeTKH,
MOKPBITBIE MIEHOYHOH 06omouKoi
6enoro 1LBera, ¢ OJHOH CTOPOHBI
[JIaJKue, Ha Jpyrol  CTOpOHE
rpaBupoBka «R 5». Ha nmonepeunom
pazpese sapo Henoro 1uBeTa.

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. / OBaJIbHblE IBOSIKOBBINYKJIbIE
TaOJIeTKH, MOKPEIThIE MIEHOUYHON 060n0uKoit
6eroro wimu noutu OeOro LBETa, C OXHOMU
CTOPOHBI TIJIaJKWe, Ha JpYroil CTOpOHe
rpaBuposka «R 5». Ha nmonepeuHoMm paspese
aapo oT 6esoro 1o noutH 6enoro 1BeTa.

2 | Identification
Levocetirizine/
HNaenTudukanus
JleBoLleTHPH3MH

Complies as prescribed /
CootBeTcTBYET TpeGOBaHUAM

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 yaepxuBaHus
OCHOBHOTO MHMKa Ha  XpoMaTorpamme
HCIIBITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATE BPEMEHH  YyJEpXHBAHUS
OCHOBHOTO MHKA Ha XpOMAaTOrpaMMe pacTBopa
cTaHJapTHOro obpasua JieBOLIETHPHU3HHA
muruapoxnopuaa (pasaen «KonandecTBeHHOE
OTIpeICTICHUEY).

Remarks : The Product confirms to ND/
ITpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axiawuenne: OJJOBPEHO

M :
Prepared by / //—27{ > pﬂﬂ' . | Checked by / Approved by: Manager//Executlve /
[lonroroBieHo: s [Tposepeno: @ Onobpeno: Menemxep / PykoBogute/ib
Date / 80,—{ - Date / RNy Date / 7204 1oy
Jara: , %4 Jara: 3 0 N=>92u Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

HpoaykT: Annepesii Tabnerku, MOKPBITEIE TNIEHOYHO 000/104K0IH, 5 Mr

Market / Peinox : Russia / Poccus

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

Cepuna Ne P (2414464 Paszmep cepun * 1040300 Tab

Analytical Repo“rt No./ : 890001777955 Date of Analysis / . 30/11/2024
AHaNUTHYECKHIi 0TueT No JlaTa ananunsza

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

laTa nponsBoactea "oaen no

Mfg. License No. /

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

JIMneH3ua No

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

JITE-Na(001333)-(PI-RU) ot 15.11.23

Page2 of 6/ Crp.2 u3 6

—

3 | Average weight /
Cpennsia macca

134.26 mg / 134,26 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 /

6 min / 6 MuH

Not more than 15 min / He 6071ee 15 mun

Pacnagaemoctn
5 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 96 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn.2 96 % od1hydrochlor1de after 20 min. / He menee 80
% (Q) OT HOMHHANILHOTO COAEPKAHHUS
Unit-3 / Tabn.-3 97 % JICBOLIETHPU3HHA AUrKApoxIopuaa depes 20
Unit-4 / Tabn.-4 9% % |
Unit-5 / Tabn.-5 93 %
Unit-6 / Tabn.-6 100 %

6 | Related Substances / PoncTeeHnble npuMecH

Impurity A / Ipumecs A

Impurity B / [Ipumecs B

Impurity C/ ITpumech C

0.02%/0,02%

Not detected / He 06Hapy»xeHa

Not detected / He o6HapyxeHa

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 %

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoxykT COOTBeTCpreT_ TpeboBanusm HJ|

Conclusion : APPROVED /
3axmouenune: OAOBPEHO

Prepared by / % Y “ Checked by / Approved by: Manager/Executive /
HOHFOTOBHCHO/‘@/” ITpoBepeHo: @ Onobpeno: Menemxep / Pyxosc;au&pe\;
Date / 201t , Date / Date / 0 A\
Hara: = / 7/?44 Jlara: 3 0 Nr2zoTy Jara: 2 w
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
MpoayxTt: Annepsait TadneTicn, NOKPLITLIE MISHOYHON 000104K0ii, 5 M

Market / Puinok : Russia / Poccus

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

Cepus Ne g S Pasmep cepun " 1040300 Tab

Analytical Repo“rt No./ + 890001777955 Date of Analysis / . 30/11/2024
AHannTUYeCKHiT oTueT No laTa aHau3a

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

Jata nponsBoacrea Tonen 10

Mfg. License No. /

ITpousBoacTeBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
Jinen3ns Ne

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

JITT-Ne(001333)«(PT-RU) ot 15.11.23

Page3 of 6/ Crp.3 u3 6

Impurity D / IIpumecs D

Impurity E / TIpumecs E

Impurity F / ITpumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Any individual unidentified
impurity / Jlrobast enuHHYHAsA
HeruZeHTHDUIHPOBaHHAS
NPUMECh

Below LOQ (LOQ = 0.004 %) /
Hwxe npenena konuuecTBEHHOrO
onpenenenus (I1IKO = 0,004 %)

0.03% /0,03%

Below LOQ (LOQ = 0.047 %) /
Hmxe npenena koiM4ecTBEHHOTO
onpeaenenus (IIKO = 0,047 %)

0.10%/0,10%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauunu (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 Gonee 0,4 %

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

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

Total impurities /
Cymma mpumeceit

0.1 %/0,1 %

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

7 | Chiral purity / XupanbHas
YHCTOTA

Not detected / He obHapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — e 6onee 1,5 %

Remarks : The Product confirms to

ND/

I[pumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusm HJT
4

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / 2 g&ﬁ’/j “Checked by / Approved by: Manager//El;{ecutive /
[ToaroToBaeH >~ jﬁi—/ IpogepeHo: @ Onobpeno: Menemxep Wosw
Date / 2.0-1]-90) 2, Date / 3o N-202y Date / q0A\-1M
Jata: ' Jara: Jata:
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg

MpoaykT: Amiepssii TabrieTki, NOKPBITHIE MIEHOYHON 060N0UKOI, 5 MT

Market / Prinox : Russia / Poccus

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

Cepnn N2 E2HIAGH Pasmep cepun * 1040300 Tab
eal i -

Analytica Repovrt No./ . 890001777955 Date of Analysis / . 30/11/2024

AHauTHYEeCKHI oTyeT No Jlara ana/m3a

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

JaTta nponisojactsa Topen 10

Mfg. License No. /

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

iHmensust Ne

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

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

Page4 of 6/ Crp. 4 u3 6

8 | Loss on drying / IlotepaB | 2.3

Macce NpPH BBICYIUHBAHHUH

%/2,3 %

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

9 | Microbiological purity*/ Mukpo6uosorudeckasi 4ncrora*

a) Total Aerobic Microbial
Count / O6uiee yucio
a’po6HBIX MHKPOOPTaHH3MOB

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

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

b) Total Combined Yeast and
moulds count / Ob1uee yncno
JIPOMOKEBBIX M TIECHEBBIX
rpubos

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

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

¢) Escherichia Coli

Absent in 1 gram /
OrcyTcTBYeT B 1 T

Shall be absent in 1 gram /
OrcyrctBUe B 1 T

10 | Uniformity of dosage units /
OpHOpOAHOCTH

J03UPOBAaHHUSA

3.8/3,8

Acceptance value (AV) should not be more
than 15.0./ TTokazatens npuemnemoctu (AV)
JoJpkeH 6bITh He bonee 15,0.

11 | Assay / KoqnuecTBeHHoe

OonpeacjiCcHue

4.98 mg /4,98 mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mMr go 5,25 Mr neBoUETHpU3UHA
JUTHIPOXJIOpUIA B TabaeTKe.

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HII

Conclusion : APPROVED /
3axiwouenue: OJJOBPEHO

P bt
Prepared by / ( % 5 &Q‘.Qi/ Checked by / Approved by: Manager/Executive /
HOHFOTOBneHO:(;}—- e IIpoBepeHo: @ Ono6peno: Menemkep / Pykos Hg\enb
_/
Date / R o[ ~QP0)4 | Date/ . Date / OA\,,-\,Q"V\-‘,
Iara: HaTa: 30N—20 4 Iara: 2
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

‘E’oduct : Allerway film-coated tablets 5 mg
MpoayxT: Asnnepraii TaGaeTki, NOKPLIThIE MIEHOYHOR 060104KOH, 5 MT

Market / PoiHOK

: Russia / Poccus

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

Cepun Ne FEZAIECH Pazmep cepun " 1040300 Tab

Analytical Repovrt No./ . 890001777955 Date of Analysis / . 30/11/2024
AHaJuTHYeCKHI 0TueT Ne MaTa ananm3a

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

JlaTta npousBoacrsa Toxen xo

Mfg. License No. /

IlpousBoacTBeHHasK : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHueH3Hs Ne

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

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

PageSof 6/ Crp.5u3 6

12 | Packaging / YnakoBka

10 tablets in a (PVC/AVPVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 Ttabnerok B
6mucrep us (IIA/AJI/TIBX) ¢onsru
/ amomuHHeBOH ¢oneru. ITo 3
fnucrepa BMecTe C HHCTPYKLIUEH 10
NPUMEHEHHUIO (ucTKOM-
BKJIAJIBILIEM) B [TAYKY 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 Tabnetox B 6iucTep U3
(TTA/AJIMIBX) donerd / amoMHHHEBOM
¢oneru. ITo 1, 2 unu 3 Gnuctepa BMecTe
UHCTPYKLUHEH MO NPUMEHEHHIO (JIMCTKOM-
BKJIAZBILIEM) B N1a4Ky KAPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [IpoBoAMTCS MPOH3BOAMTENEM TIPH BBIITYCKE NEPHOMYECKH (€ HHTEPBAIOM OJHO HcnbITaHue Ha 10 cepuil wiin He Menee | pasa B rof).

TINokazarens MoxKeT 6bITh HE BKIIOYEH B CepTU(HUKAT aHaH3a GUPMEI

* 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 / Haumenosanue ADC:

Levocetirizine dihydrochloride / JleBouetrpusnta AUrHAPOXIOPUL

Levocetirizine / JleBorieTHpH3UH

Homep cepun cyGcrannuu
npousBoauteJist I'JIdD:

INN / MHH:

API manufacturer batch number / ACQHO004141
Homep cepun npoussoautens ADC:

FP Manufacturer API Batch number / FCQA02971

IIpouszsoauresar ADC, crpaHa:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /

Remarks : The Product confirms to ND/
IIpumeyanue: [IpogykT cooTBeTcTBYeT TpebosanmsiM HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

\ V)
Prepared by / {/f /. _, 2= | Checked by / Approved by: Manager/Executive /
[ToaroToBeHo: .,L‘z)y IIposepeHo: Onobpeno: Menemxep / Pyxosogaenb
Date / @O—f . % Date / Date / 10 ,\\ ~AW
Jara: / /’ Jara: 3 DN~ 20y Hara:
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTHD®HUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Mpoayxr: Annepeaii TabneTi, MOKPHITHIE MIIEHOYHON 0GONOUKOIT. 5 Mr
Market / Poinox : Russia / Poccus
Batch No. / Batch Quantity / 1040300 tab /
; : C2414 :
Cepus Ne o Pasmep cepun " 1040300 Tab
Analytical Report No. / ] Date of Analysis /
AHanuTHyeckni oTyer Ne RS0 JlaTa ananansa : SO/M2022
Date of Manufacture / . Date of Expiry /
P —— : 26/09/2024 FigiE 10 ¢ 31/08/2027
Mfg. License No. /
ITponsBoacTBeHHan ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JIHHIeH3HA Ne
Analysis performed according ND No / Ananus nposeaen no HJI No: JITI-Ne(001333)~(PT'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page 6 of 6 / C1p. 6 u3 6
H-p Pepnu’c Jlaboparopuc JIta., Uaaus

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

g;‘I‘I'f;lfl‘lif‘;‘::flsr’li‘l‘;s':;’:‘/zgz‘t‘rz"sﬂ’: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,

Release site / Bachupally (V), Bachupglly (M), Medchal-Malkajgiri (Distr.), Telangana

HauMenoBaHHe, apec K HoMep State, India (License No 59/RR/AP/97/F/R)

J— n.rlou;amcn Yuactok Ne 41, (TIpoussoacteenHoe noapaszaenenue-III), Bauynaniu

S MECB TR i Bunnamxk, Bayynannm Manpan, Menuan Mankamkrapu JIACTpUKT,
bauynannu (B), bauynannu (M), Menuan-Mankamxrupu (JI), mrat

HPOH3BOACTBO/KOHTPOTE Tenanrana, Unans (JIunensust Ne 59/RR/AP/97/F/R)

KkadecTBa/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. '

3axr04eHne O COOTBETCTBUM: «HacTOALMM 5 MOATBEPKAAL0, YTO NPUBEACHHAS BbIllle HHGOPMALUs ABISETCS OCTOBEPHOMH
W TOYHOHU. DTa cepysi NPOAYKLUH Ipou3Be/ieHa (BKIIouas ynakoBKy (MapKHpPOBKY) H KOHTPOJb KAUECTBA) HA BBIIIEYKA3aHHOM
NPOU3BOJICTBEHHON mowanke (IUIOILAJKax) B MOJHOM COOTBETCTBHH ¢ TpeboBanusMmM IIpaBun Hajexamen
npou3BojcTBeHHON mpakTuku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeOoBaHUSIMH KOHTpPONS KadecTBa
JIEKapCTBEHHBIX CPEJICTB, & TAKXKE B COOTBETCTBHM CO CHELU(PUKALUSIMHU, COACPHAIIMMHUCS B PErHCTPALMOHHOM JOCHE
CTpaHbI-UMIOpPTEPA. 3amuCH TO TNPOM3BOACTBY, YIAKOBKE W aHAJM3y MPOBEPEHBl, M YCTAHOBJIEHO HX COOTBETCTBHE

TpeboBanusaM [paBui Hagnexaineld Npou3BOJACTBEHHOH TPAKTHUKH.

Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHuaM HJT 3axnouenune: OJOBPEHO
[

Prepared by / f{‘j Checked by / Approved by: Manager/Executive /
[MoaroroBneHo: .- [IpogepeHo: @7 Ono6peHo: Menemxep / Pyxmsozmgﬁ,ﬂ

P N
Date / O~ )20 Date / Date / O,‘\,,w‘vw
Tara: = h2024 Tara: 3dpcle207Yy Hara: 3




