$Ek¥ﬁ

% W

AR B EH PRI O RETR — o EALE

IR TN RIBRREA B IRA T ANARARIELEH m EE R
SO IRVE WAL : 15ML / 40MG, 10 30/&y 4 SZ/&" — FHF (Iron
Proteinsuccinylate Oral Solution - Ferplex), E-E A RHER, A7

TR METEN V& BOrFRE . A= 2023 F 12 A 31

jun|

2022 £ 12 H 23 H



WITALFARMACO

Date: September 22nd, 2015

To Whom it May Concern

Re: Ferplex® Iron Proteinccinylate Qral
Solution Exclusive Distributor for China
market

This is to certify that Lees” s
Pharmaceutical {Hong Kong) Limited has
been appointed as the Exclusive
Distributor of our product, Ferplex® Iron
Proteinsuccinylate Oral Solution for
People’ s Republic of China market,
responsibilities include, but not limited to,
sales, marketing promotion, tenders
activities since Year 2007,

Faithfully,
ltalfarmaco 5.A.

CAET G

Encarna Mas
Technical Director and QP

Date: 22/09/2015
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The People's Republic of China
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In accordance with The Drug Administration Lawof P.R.ofChina and The Provisions
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for Drug Registration, the following drug produced by the following company has been
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approved andregistcred.The importation hasbeen authorized thercby.

2\ ) 2 PR ITALFARMACO S_A.

Company

i b Sen Rafael,3 28108 Alcobendas (Madrid) CE K mwr

Address Country .
Spain
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Active Ingredients
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Address Country (/13' E S WY 4
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Remarks Valid Until Feb. 28, 2021
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Iron Proteinsuccinylate Oral Solution

FERPLEX*

Please read carefully this insert before use, as directed by doctors

[Mame of Drug] FERPLEX 40 mg oral solulion con reduce intestinal obsoption and theretoro the
Generic Nome : kon Proteinsuccinylale Oral Sclution weftect of some medicines such os!

Hrand Name : FERPLEX® L. infics such og and

Product Harme : bon Pratelmuceinylote Oral Sohulion 2 Bgphosphonates. uied in patients with (B3 and [ the
Chinate : i Ti a bones).

Ic ion) 3 userd lot oiheitls of the joints].

Ompos 4. Alpha-me 0, used lo treat arleriol hyperension blood preswute].
The aclive ingrediant of this medicel product ls ron Mroteinuccinylate B0dmg mﬂ.:ﬂoaao Hw“ tha af ok kil i
[Equivalent 1o 40mg of Trivalent ion) 8 d > uged for ihe of Parkingon's disease.

7. Mycophenciate mofelll. used fo provent transplant rejection.
clure:
Chemicol Siru e Intesting! absorplion of ron and Iherelore the sfficocy of Fesples 40 mg oral
reduced I taken logether wilh the medicines Siled betow. 30 you sthould wail of
1 least 2 hours betwaon toking oy of [hese medicines and laking Femlex:
1. Antocids. natmally uwed in patients sufferdng from ganbic acidity.
2. Chistamphenical |antiblotic],
] 3. Medicines for the weatment of stomach ulcer or oesophagead fofiux such os
- f L) ey 3 sode
i), pL Taking more than 200mg of Vitamin C may enhance Iha absarption of ko,
I ol o

o
ey 1,01 = F =
g (), Tr2
H
Moleculor Weight: 5000 KD

[Appearance]
Brown sghtly vikcows liquid; agrant and sweet laite.

lincteotions)
Treatment of absohsde and relalive kon deficency: latent or avert ron  daficlency
ongemics due lo Fon insuflicent intake of impaked absorpion. 10 ocule of chionic

of all oges. breastteadng.
[Sirength]
15mi : 40mg {as iran]
1Dose ond Adminiiration]
FERPLEX" is tokon orally.
Adults: 1-2 vials [equivalent lo 40-80mg of trivalen ikan) daily upon doclor's
in two : belare meak,

nzwn'n.e:o.snin_anxb_.ua&wanﬂ..«_ﬂna‘ﬂ.ns__u...-_a_.rnoﬂ-—.o:_in_u:.
Fran] upon dociors p fion In v befare meals.

LAdvene Effoct]
Lik icinns. FERPLEX 40 mg it

all patients will experlance tham.

Thi following odverse affect been reported (b
Gastrointestingl disorden: stomach pain, nausea, vomiling. canilipalion o
dignfien, which may disoppear quickly alter reducing the dose or alter
the i

odverse allects, but nol

" aerglc reactions,
Appearance of green or black leaces. due 16 the eliménation of iren. This adverse
liect is harmiess,
W yau think that any of the adverse affects you ate suffedng from is sarious of i you
dalect ony advorse offects not menfioned In this Insedl. lell yow doclor o
pharmacial,

[Cantraindications]]
Do not fake FERFLEX 40 mg orat saltion:
< you ofe allergic |+ aiive] 1o iron protein ‘of to ony olher

‘component of this medicie. don't lake this medicine.

- Al yasuoee alleigic to i, don't loie this

At you sutter from afiy Sisease ol coues accumulation of ran in the body
(hormocomataiis hoemosideretii] - don't toke this medicine.

~ H you suller fram pencreatiis nfiommation of ihe pancreas] of hepalic crheosh
[ehranic vef disose characiorized By the formation of Rorais of “scaming” of
liver lhiug (ol changes (ks siruehee and nomal function] due to ion
accumdlatisn. don't foke this medisne,

- if yau sulfer from anoamio due lo G9ues other than ron dedickency (including
opiaiic. hosnolylic and sdero-ochieilic anoamias)

[Precoulions ot Use] :

iIn cote of gnemia, estoblishdi Eoule belore ireatment. Ihere ate no spacial

“womnings duling pregnanicy of teaai-lecding, bactuse Farplex s poticulally

Indicated in the iron delichention wiich may occu in such condilions, No ellect

on patient’s eacliont jdriving. dperation machinery) are ngwn. No special

wearnings on Bmcr!u of ks, However, (he
F d d & monihi. uplessin cose of confinued

ol

flis# Int Pregnant & Laclating Waman)
for iran

In pregnint and laclating women.

[Use in Childran]
Use | 5mhG oty weldhi cialy
inon] upon Soctes” i i by

ight dolly of tvalent
belorm meals.

fotiran
expeciod thal the Sug oo Be wed in eiderly potients.

linteraction]
Ted yow doclor of pharmaciyt il you ore wing of hove recenily used ofher
modicines, nclading thowe ablaingd withou! a prescriplion,

in eidesty. It is

[Overdose]
fist & Intoke o pain,

nousen. vomiting. and may occur,
paleness. kvor, shack and coma may olo sccur. Recommended heatment i3 tha
immediote adminitralion of an emefic. lollowed by gostic lovoge ond
odequate wpporting thecapy.

IPharmacology & Towcologyl

This 5 o polented medicinal product in which the #on & bound 1o milk’s
wiccinylated profeins 1o form an #on-protein complex. used for treatment of ol
1he sideropenic anaem|as.

[Pharmocokinetics)

This organic ron hos o icol propesty: ity
Insedubility in an acid environment |<pH 4] and it abllily to diselve In a sighlly
ofcaline environment [pH 7.5-3). Bosides, the praparalion i not digested by The
vouv__._sia_. by th 1

Due to thee 4 5. 1ho iton

in product oy the
proteic shell from the actions of hydrochloric acid and pepsin of the gastric
|ulce: as o resull, 1| doss not couse gastric mucesal damage which it commen o
ot of o salts, especially those in ferrous form. The delivery of ron from
product occurs lately in the duodenal lumen and, above all. in the jejenum ai a
ol the o

and allow 1he digestion of the proteic thel by ihe pancrealic enzymes.

So, the on be 5 foe the i thout feaching
too high peoks, in foct, with o constan! bend an excellen! plateou for the
absorplion and the slosage in the sites of the body ks gradually reached. The
product does nal g alty couse g trouibbes.

—.«r_o.ﬁnn_

kept closed, and 30°C. Keep out of children's

reach.

[Pactogel
While plostic vial, 15mifvial bas of 4 15 mi vials, box ol 10x 15 mi viak.

[Shot! Life]
24 montis

[Approval Specification]
imperied Diug Specification No. JX201 50308

[Approval Licensel

Approval No, R FHI20160143

[Marketing Aulhadzation Holder]

TALFARMACD 5.4,

Address. San Raloel, 3 28108 Alcobendal [Madric]

momufacturar]

MREZHRE
[TALFARMACO,s.A.

ITALFARMACD 5.A.

Adgress © San Roloel,3 28108 Alcobendas [Madrid) Spain

Pastesde | 28108

Tol + M-9)-857-2323

Fox | 34-91-457-2372

Website ¢ www.italformace,com

IChina Contact Enterprise])

__ EE'S PHARN.
SEXRRE

Lee't Phamoceulical [HK] Limited

Addiess 1 1/F Building 20E. Phase 3,
Hong Kong Science Park, Shatin,
Hang Kong
Tel 852.2314-12682
Fax B52-2314.1708
Webilte - www lepspharm.com 21123812



G ' The active
Proteinsuccinylata,
Appearance: Brown slightly viscous fiquid: fragrant and sweet taste.
Indications: Treatment of absolute and relative iron deficiency: latent or
overt iron deficlency anaemias dua 1o iron insufficient intake or impaired
ahsorption, 1o acute or chronic blood losses or 1o Infections in patients of
all ages, pregnancy, breast-feeding

Dase and Administrations Adults: 1-2 vials daily in two administrations,
preferably before meals. Children: From & vial take 1.5mifkg daily in two
administrations, preferably befare meals. Refer to “nsarn

. Pres ans for Use, Contraindicftions: Refer to *Insert”.

of this medical product is Iron

FHSRAGE White plastic vials, 15mifvial, box of 10 x 15m vials:
Storage: Thie product should be kept closed, and stored balow 30°C,
Keep out of children's reach,

Approval No. Bl £ HJ20160143
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ITALFARMACO, S.A.

QUALITY CONTROL

CERTIFICATE OF ANALYSIS

pag..: 1
14.06.2021

QUALITY CONTROL MANAGER

Product . eeevu? 999029 IRON PROTEINSUCCINYLATE ORAL SOLUTION 15 ML 40MG

Analysis Number: 000202103887

Batch Origin ..: 03

Produc.Order n°: 35467 Manufacturing date:2021/05/20

Batch .........: 210010 Warehouse ITFA Expiry Date ...... :2023/05/19

Test Result Specification
Appearance Complies Complies
Identification: Complies Complies
pH 7,68 6,50~ 8,00 uni/ph
Density a.457 1,010- 1,110 g/ml
Mean volume 15yl0 14425~ 15,75 ml
Uniformity of mass Complies Complies
Centrifugation test: <or=0,1lml/60ml Complies Complies
Free iron content 0,0 Qo= FY %
Iron Assay (Fe3+) 40,85 38,00~ 42,00 mg/15
Sodium methyl parahydroxybenzoate Assay 44,48 36,00~ 54,00 mg/15
Sodium propyl parahydroxybenzoate Assay Qo901 12,00~ 18,00 mg/15
Total Aerobic Microbial Count (TAMC) 5 0- 100 UFC/ml
Total Yeast/Moulds Count (TYMC) 0 0- 100 UFC/ml
Escherichia coli: Absence/ml Absence Absence
Packaging control Complies Complies

Observations
RESULT COMPLIES

ITALFA@LXCO SA.

This certificate is signed electronically by:
Partal Rodera,Ana Isabel
14.06.2021 13:59:02
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Certificado N° / Certificate No: ES/190HVI1/21

CERTIFICADO DE CUMPLIMIENTO DE NCF"*/
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER"

Parte 1/ Part 1

Emitido en virtud de una inspeccién segun articulo 111(5) de la Directiva 2001/83/CE , articulo 15 de la
Directiva 2001/20/CE. / Issued following an inspection in accordance with article 111(5) of Directive 2001/83/

EC, article 15 of Directive 2001/20/EC.

La autoridad competente de Espafia certifica lo
siguiente:

El fabricante ITALFARMACO, S.A. en su planta ubicada
en C/ San Rafael, 3, Pol. Ind. Alcobendas, Alcobendas,
28108 Madrid Espafa ha sido inspeccionado dentro del
programa nacional de inspecciones y en relacién con la
autorizacion de laboratorio farmacéutico numero 2751E
de acuerdo con: articulo 40 de la Directiva 2001/83/CE
y articulo 13 de la Directiva 2001/20/EC incorporada en
la siguiente legislacion nacional: Real Decreto 824/2010,
de 25 de junio y articulo 63, Real Decreto Legislativo
1/2015, de 24 de julio.

En base a la informacién obtenida en las visitas de
inspeccion a este fabricante, la ultima de ellas realizada
el 14/07/2021, se considera que el mismo cumple con
los principios y directrices de las Normas de Correcta
Fabricacion establecidas en Directiva 2003/94/CE.

Este certificado refleja la situacion de la planta de
fabricacion en la fecha en que se efectua la inspeccién
antes citada, y no puede considerarse que acredite el
cumplimiento si han transcurrido mas de tres afios desde
esa fecha de inspeccion. Sin embargo, este periodo de
validez podra verse reducido o ampliado mediante el
empleo de la herramienta de analisis de riesgos y su
inclusién en el correspondiente campo de Restricciones
y Aclaraciones.

Este certificado es valido s6lo cuando se presente con
todas las paginas y las Partes 1y 2.

The competent authority of Spain confirms the following:

The manufacturer ITALFARMACO, S.A. site address C/
San Rafael, 3, Pol. Ind. Alcobendas, Alcobendas, 28108
Madrid Espafia has been inspected under the national
inspection programme in connection with manufacturing
authorisation no. 2751E in accordance with: article 40 of
Directive 2001/83/EC and article 13 of Directive 2001/20/
EC transposed in the following national legislation: Royal
Decree 824/2010 of 25 June and article 63, Royal
Legislative Decree 1/2015, of 24th of July.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
14/07/2021, it is considered that it complies with
the principles and guidelines of Good Manufacturing
Practice laid down in Directive 2003/94/EC.

This certificate reflects the status of the manufacturing
site at the time of the inspection noted above and should
not be relied upon to reflect the compliance status if
more than three years have elapsed since the date of
that inspection. However, this period of validity may be
reduced or extended using regulatory risk management
principles by an entry in the Restrictions or Clarifying
remarks field.

This certificate is valid only when presented with all
pages and both Parts 1 and 2.

1
El certificado al que se hace referencia en el parrafo 111(5) de la Directiva 2001/83/EC y 80(5) de la Directiva 2001/82/EC, es tambien aplicable para importadores. / The

certificate referred to in paragrahp 111(5) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC, is also applicable to importers.

2

La guia para la interpretacion de este formulario puede encontrarse en el menu de ayuda de la base de datos EudraGMP. / Guidance on the interpretation of this template can be

found in the help menu of EudraGMP database.

Estos requisitos cumplen con las recomendaciones GMP de la OMS. / These requirements fulfil the GMP recommendations of WHO.

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 22/12/2021

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: TTT8BEAES54

[ CORREO ELECTRONICO
sgicm@aemps.es

Pagina 1de 4

C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

Tel.: (+34) 91.822.52.01

Fax: (+34) 91.822.52.43



La autenticidad de este certificado puede ser verificada The authenticity of this certificate may be verified in
en EudraGMP. Si no apareciera, por favor contacte con EudraGMP. If it does not appear, please contact the
la autoridad emisora. issuing authority.

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: TTT8BEAES54
Fecha de la firma: 22/12/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
|CORREO ELECTRONICO Pagina 2 de 4 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

sgicm@aemps.es Tel.: (+34) 91.822.52.01
Fax: (+34) 91.822.52.43



Parte 2/ Part 2

Medicamentos de Uso Humano / Human Medicinal Products

[ Medicamentos de Uso Veterinario / Veterinary Medicinal Products

Medicamentos en Investigacion de Uso Humano / Human Investigational Medicinal Products

1 - OPERACIONES DE FABRICACION / 1 - MANUFACTURING OPERATIONS

1.2

Productos no estériles / Non-sterile products

1.2.1 Productos No Estériles (operaciones de procesado de las siguientes formas farmacéuticas) / Non-
sterile products (processing operations for the following dosage forms)

1.2.1.5 Liquidos para uso externo / Liquids for external use

1.2.1.6 Liquidos para uso interno / Liquids for internal use

1.2.1.8 Otras formas farmacéuticas sdlidas / Other solid dosage forms

1.2.1.11 Semi-sdlidos / Semi-solids

Requisitos Especiales / Special requirements:
- Otros / Others

1.2.2 Certificacion de lotes / Batch cetrtification

1.5

Acondicionamiento / Packaging

1.5.1 Acondicionamiento primario / Primary Packaging
1.5.1.5 Liquidos para uso externo / Liquids for external use
1.5.1.6 Liquidos para uso interno / Liquids for internal use
1.5.1.8 Otras formas farmacéuticas sdlidas / Other solid dosage forms
1.5.1.11 Semi-sélidos / Semi-solids
1.5.2 Acondicionamiento secundario / Secondary Packaging

1.6

Control de calidad / Quality Control testing

1.6.2 Microbioldgico: no-esteril / Microbiological: non-sterTity
1.6.3 Quimico/Fisico / Chemical/Physical

2 - IMPORTACION DE MEDICAMENTOS / 2 - IMPORTATION OF MEDICINAL PRODUCTS

21

Control de calidad de medicamentos importados / Quality control testing of imported medicinal
products

2.1.2 Microbiolégico: no estéril / Microbiological: non-sterility
2.1.3 Quimico/Fisico / Chemical/Physical

2.2

Certificacion de lotes de medicamentos importados / Batch certification of imported medicinal
products

2.2.2 Productos no estériles / Non-sterile products

23

Otras actividades de importacion (cualquier actividad relevante que no esté cubierta en lo descrito
con anterioridad) / Other imporiation activities (any other relevant activity that is not covered above)

2.3.1 Instalacién para la importacion fisica / Site of physical importation
2.3.2 Importacion de intermedios que conlleven un procesado posterior / Importation of intermediate which
undergoes further processing

Restricciones o aclaraciones relacionadas con el ambito de estas operaciones de fabricacion de
medicamentos de uso humano o veterinario / Any restrictions or clarifying remarks related to the scope of
this manufacturing operations for human or veterinary medicinal products

1.2.1.11: Requisitos especiales: Hormonas o sustancias con actividad hormonal.

Se autoriza la fabricacion y el almacenamiento de medicamentos con estupefacientes/ psicotropos.

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: TTT8BEAES54
Fecha de la firma: 22/12/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

|CORREO ELECTRONICO Pagina 3 de 4 C/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID

sgicm@aemps.es Tel.: (+34) 91.822.52.01

Fax: (+34) 91.822.52.43



1.2.1.11: Special Requirements: Hormones or substances with hormonal activity.

Manufacture and storage of products with narcotics/psicotropics is authorized.

Restricciones o aclaraciones relacionadas con el ambito de estas operaciones de fabricacion de
medicamentos en investigacion / Any restrictions or clarifying remarks related to the scope of this
manufacturing operations of investigational medicinal products

1.2.1.11: Requisitos especiales: Hormonas o sustancias con actividad hormonal.

Se autoriza la fabricacion y el almacenamiento de medicamentos con estupefacientes/ psicotropos.

1.2.1.11: Special Requirements: Hormones or substances with hormonal activity.

Manufacture and storage of products with narcotics/psicotropics is authorized.

Nombre y firma de la persona autorizada de la Agencia Espafiola de Medicamentos y Productos Sanitarios / Name
and signature of the authorised person of the Competent Authority of Spain

Madrid, 22 de diciembre de 2021

Agencia Espaiiola de Medicamentos y Productos Sanitarios

JEFE DE DEPARTAMENTO DE INSPECCION Y CONTROL DE MEDICAMENTOS

— agencia espafola de
> 2 \ 'medicamentos y
- 3 ‘ productos sanitarios

<
ﬂ—n—

~ epartamento de Inspecciény
Control de Medicamentos
Manuel Ibarra Lorente
Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: TTT8BEAES54
Fecha de la firma: 22/12/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

|CORREO ELECTRONICO Pagina 4 de 4 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

sgicm@aemps.es Tel.: (+34) 91.822.52.01
Fax: (+34) 91.822.52.43
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