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REPUBLICA MOLDOVA

LICENT

| S__eri'a A MMH : o _ 'Nr. 045510_.‘

Denumirea autorititii de licentiere Camera de Licentiere

. i : . Societatea cu Raspundere Limitata
Denumirea, forma juridica de organizare, sediul e
(adresa juridicd) a titularului de licentd "MEDEFERENT GRUP"

r-1 Anenii Noi, s.Ruseni,
str 31 August 1989, 42

Data gi numdrul certificatului de .
inregistrare de stat a titularului di

Numadrul de inregistrare
a intreprinderii sau IDNO

Codul fiscal

Genul de activitate, integral sau partial, * Activitatea farmaceutici
pentru a carui desfasurare se elibereazi licenta

Data eliberirii licentei 17 iunie 2011

Valabild pind la 17 iunie 2016
Prelungiti pind la: 16.06.2021

Semnétura conducdtorului
autorititii de licentiere
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e@medeferent
rdp

Nr.: Rg-02/LT-04/2020

din 04 septembrie 2020

Cererea ofertelor de pret Nr.: ocds-b3wdp1-MD-1598444054354 / 21027773 din 07.09.2020
Catre: IMSP Spitalul Clinic Republican “Timofei Mosneaga”

Declaratie privind livrarea medicamentelor

Prin prezenta, Compania “Medeferent Grup” SRL, cu adresa juridici MD-6531, str. 31
August 1989, 42, s. Ruseni, r-ul Anenii Noi, Republica Moldova, se angajeazi si livreze
produsele medicamentoase incluse in oferti in termen de pani la 10 zile de la solicitare.

"RUSENT™-.

WEDEFERE, ' 5,
s

(o)
Cu respect, 5
Caisin Alexia

Director Executiv Ll
Medeferent Grup SRL

B.C. "ENERGBANK"’ S.A., Bank code: ENEGMD22, IBAN: MD40EN000000222407790845, IDNO: 1002600053289,
tel.: 022105750; fax: 022105752; email: info@medeferent.com, www.medeferent.com
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Nr.: Rg-03/LT-04 /2020

din 04 septembrie 2020

Cererea ofertelor de pret Nr.: ocds-b3wdp1-MD-1598444054354 / 21027773 din 07.09.2020
Cétre: IMSP Spitalul Clinic Republican “Timofei Mosneaga”

Declaratie privind respectarea conditiilor de pistrare si transportare

Prin prezenta, Compania “Medeferent Grup” SRL, cu adresa juridici MD- 6531, str. 31 August
1989, 42, s. Ruseni, r-ul Anenii Noi, Republica Moldova, informeazi ci detine Certificat privind
conformitatea cu buna practici de distributie pentru medicamentele de uz uman, eliberat de citre
AMDM, valabil pani pe 30.11.2020 (copia se anexeazi).

Compania se angajeazi sa livreze bunurile incluse in oferti cu respectarea lantului conditiilor de
pistrare si transportare, conform normelor GDP.

Cu respect,

Caisin Alexia

Director Executiv j
“Medeferent Grup” S.R.L.

B.C. "ENERGBANK" S.A., Bank code: ENEGMD?22, IBAN: MD40EN000000222407790845, IDNQ: 1002600053289,
tel.: 022105750; fax: 022105752; email: info@medeferent.com, www.medeferent.com




GUVERNUL

AGENTIA MEDICAMENTULUI : e et
SIDISPOZITIVELOR MEDICALE S ¥ REPUBLICH MOLDOVA

Certificat Nr.: AMDM.MD.GDP.002.2018

CERTIFICAT PRIVIND CONFORMITATEA CU BUNA PRACTICA DE
DISTRIBUTIE PENTRU MEDICAMENTELE DE UZ UMAN

Emis n urma unei inspectii in acord cu Ordinul MS RM nr. 1400 din 09.12.2014 ,Cu privire la aprobarea
Regulilor de bund practicd de distributie a medicamentelor,(GDP) de uz uman”.

Autoritatea competentd AGENTIA MEDICAMENTULUI SI DISPOZITIVELOR MEDICALE confirma
urmatoarele:

Distribuitorul angro: “Medeferent Grup” SRL
Adresa locului de distributie:  MD 2004, Republica Moldova, mun. Chisindu, str. Columna, 170

A fost inspectat in baza: Ordinului AMDM nr. AO7.PS-01.Rg04-236 din 21.11.2017
Licenta de activitate farmaceutica: seria A MMII nr. 046610 din 17.06.2011, valabild pdnd la 16.06.2021
Altele:

- Operatiuni de distributie autorizate pe spatiile inspectate: distributia medicamentelor (procurare,
detinere, aprovizionare);

- Certificat eliberat in baza raportului de inspectiei: nr, GMDP.RI-GDP.002.2018.

Din informatiile acumulate in timpul inspectiei la acest distribuitor angro, ultima fiind efectuatd n
27.11.2017 — 29.11.2017 si 01.12.2017 se apreciaz3 c3 acesta respectd Regulile de bund practicd de
distributie a medicamentelor (GDP) de uz uman conform Ordinului Ministerului Sanatdtii nr. 1400 din

09.12.2014 ,Cu privire la aprobarea Regulilor de bund practic3 de distributie a medicamentelor (GDP) de
uz uman”.

Acest certificat reflectd statutul locului de distributie la data inspectiei mentionatd mai sus si este valabil
pand la data de 30.11.2020. Autenticitatea acestui certificat poate fi verificatd la Agentia Medicamentului
si Dispozitivelor Medicale, Republica Moldova.

Orice restrictii sau observatii care s3 clarifice domeniul acoperit de acest certificat:

Prezentul certificat este eliberat pentru activitdtile de distributie a medicamentelor si nu se referd la alte
activitdti ale companiei, care nu au fost subiectul inspectiei GDP. Orice modificdri efectuate in cadrul
companiei, care au impact asupra conditiilor de eliberare a prezentului certificat, trebuie sd fie comunicate
la Inspectoratul GMP si GDP, AMDM, pentru evaluarea necesitdtii unei certificdri repetate.

Viadislav ZARA,

Director general g .
Agentiei Medical
Dispozitivelor Med

RUSEN;
V\O.\',ED“"EW. G:.q

Agentia Medicamentului si Dispozitivelor Medicale
Medicines and Medical Devices Agency

Str. Korolenko 2/1, MD-2028, Chisinay, Republica Moldova
el 373 22 88450y e effissgRms g iR
“Medeferent. Grup” S.R.L,
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g@medeferent
AL rUp

Nr.: Rg-04/LT-04/2020
din 04 septembrie 2020

Cererea ofertelor de pret Nr.: ocds-b3wdp1-MD-1598444054354 /21027773 din 07.09.2020
Catre: IMSP Spitalul Clinic Republican “Timofei Mosneaga”

Declaratie termen de valabilitate solicitat

Prin prezenta, Compania “Medeferent Grup” SRL, cu adresa juridica MD-6531, str. 31
August 1989, 42, s. Ruseni, r-ul Anenii Noi, Republica Moldova, se angajeaza sd livreze produsele
medicamentoase, incluse in oferta cu termenul de valabilitate solicitat:

Termenul de valabilitate restant (la momentul livririi) va constitui nu mai putin de:
— 60% din cel initial pentru medicamentele cu o valabilitate de 2 ani si mai mult;
— 80% din cel initial pentru medicamentele cu o valabilitate de pani la 2 ani.

RUSEA; ™
EBETEREN,

Cu respect,

Caisin Alexia

Director Executiv L)
Medeferent Grup SRL

B.C. "ENERGBANK" S.A., Bank code: ENEGMD22, IBAN: MD40EN000000222407790845, IDNO: 1002600053289,
tel.: 022105750; fax: 022105752; email: info@medeferent.com, www.medeferent.com




m REPUBLIKA HRVATSKA
AGENCHA ZA LIIEKOVE [ MEDICINSKE PROIZVODE

...'. ) REPUBLIC OF CROATIA
BN AGENCY FOR MEDICINAL PRODUCTS AND MEDICAL DEVICES
N | Ksaverska ¢ 4, 10000 ZAGREB, CROATIA
BT Tel.: ++ 385 1 4884 100, Fax: ++385 | 4884 110
e-mail: halmedi@halmed.hr

www.halmed hr
OIB 37926884937

Klasa: UP/I-530-10/20-03/08
Ur.broj: 381-13-08/162-20-03

POTVRDA O PROVODENJU DOBRE PROIZVODPACKE PRAKSE"?
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER'?

DIO1
Part 1

Nakon provedenog nadzora u skladu sa &lankom 111(5) Direktive 2001/83/EZ Eumpskogj

parlamenta i Vijeda.
Issued following an inspection in accordance with Art. 111(3) of Directive 2001/83/EC.

Nadlezno tijelo Republike Hrvatske potvrduje sljedece:
The competent authority of Croatia confirms the jollowing:

Proizvodaé: Vem Ilac Sanayi ve Ticaret A.S.
The manufacturer: Vem Iac Sanayi ve Ticaret A.S.

Mijesto proizvodnje: Cerkezkiy Organize Sanayi Bolgesi Karaagag Mabh. Fatih Bulvari
No:38 Kapakhi-TEKIRDAG 59510, Turska
Site addvess: Cerkezkiy Organize Sunayi Bilgesi Karaagog Mah. Fatih Bulvari No:38 Kapakli- TEKIRDAG
59510, Turkey

Proveden je nadzor proizvodada izvan Europskog gospodarskog prostora, a koji se navodi u
dokumentaciji odobrenja za stavljanje lijeka u promet, u skladu s ¢lankom 111(4) Direktive
2001/83/EZ transponiranim u nacionalnom zakonodavstvu, ¢lanak 40. Zakona o lijekovima
(,,Narodne novine®, broj 76/13., 90/14. i 100/18.).

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of the
European Economic Area in accordance with Art. 111(4) of Directive 2001/83/EC transposed in the following
national legisiation Art. 40 Medicinal Products Act (Official Gazette No. 76/13, 90/14 and 100/18).

Provedenim inspekcijskim nadzorom proizvodada, od kojih je posljednji proveden
dana 14. listopada 2019. godine utvrdeno je da proizvoda& udovoljava zahtjevima dobre
proizvodatke prakse sukladno principima i smjernicama dobre proizvodatke prakse
propisanim Direktivom 2003/94/EZ?.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
14/10/2019, it is considered that it complies with the Good Manujacturing Practice requirements referred to in
The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC,

Ova potvrda odnosi se na stanje mjesta proizvodnje u trenutku provedbe gore
navedenog nadzora, i ne treba se smatrati da odraZava stvarno stanje uskladenosti ukoliko su
progle vise od tri godine od datuma nadzora. Medutim, rok vaZenja potvrde moZe se skratiti ili
produljiti na temelju principa primijenjenog upravljanja rizicima inspekcije Agencije, na
nadin da se isto unese u polje Ogranitenja i pojadnjenja.

This certificate reflects the status of the manufacturing site al 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 r gulatory risk management
principles by an entry in the Resirictions or Clarifying remarks field. ~STENL S0

~

Ova potvrda vrijedi iskljuéivo ukoliko sadrZi sve str.
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DIO 2
Part 2

"
X Lijekovi Human Medicinal Products

e

1. PROIZVODNJA
1. MANUFACTURING OPERATIONS — MEDICINAL PRODUCTS

1.1. | Sterilni lijekovi Sterile products

1.1.1.  Asepti¢ki pripravljeni lijekovi dseptically prepared

1.1.1.4. Tekuéine malih volumena Small volume liguids
1.1.1.6. Ostali asepticki pripravljeni oblici: Other aseptically prepared products:

Pra3ak za otopinu za injekeiju ili infuziju Powder for solution for injection or infusion

1.5. | Opremanje Packaging

1.5.2. Vanjsko pakiranje Secondary packing

1.6. | Provjera kakvoée Quality control testing

1.6.1. Mikrobiolosko ispitivanje: sterilnost Microbiological: sterility

1.6.2. Mikrobiolosko ispitivanje: mikrobiologka &istoéa Microbiological: non-sterility

1.6.3. Kemijska/fizi¢ka ispitivanja Chemical/Physical

Ograniéenje ili pojaSnjenje vezano za navedeno u ovoj potvrdi:
Any restrictions or clarifying remarks related to the scope of this certificate:

Opseg ove potvrde o provodenju dobre proizvodatke prakse se odnosi na proizvodnu liniju

Ampoule-1 line i Sterile Powder Line.
Scope of this GMP certificate is refering to manufacturing lines Ampoule-1 line and Sterile Powder Line.

Datum: 20.04.2020.
Date: 20/04/2020

Ime, prezime i potpis ovlastene osobe
nadleZnog tijela Republike Hrvatske

Name and signature of the authorised person
of the Competent Authority of Croatia

Inspektor Agencije Agencija za lijekove i medicinske proizvode

Inspector = Agency for Medicinal Products and Medical Devices
_ / of Croatia

< 7D 5

Sasa Polovi¢, MChem ' Budimir, LLM

F-0767/3**SU-INR-0001




This certificate Is valid only when presented with all pages and both Parts | and 2,

Autenti&nost ove potvrde moZe se provjeriti u EudraGMDP bazi podataka. Ako nije
dostupna u EudraGMDP bazi, obratite se tijelu koje je izdalo potvrdu,

The authenticity of this certificate may be verified in EudraGMDP. If it does not appear, please contact
the issuing authority.

LGmp potvrda iz ¢lanka 111(3) Direktive 2001/83/EC primjenjuje se i za uvoznike,
The certificale referred 1o in paragraph 111(5) of Directive 2000:83/EC 1s also applicable 1o imporiers.

? Pojasnjenje ovog obrasca nalazi se u wHelp menu* EudraGMDP baze
Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP dat

3 0vi zahtjevi ispunjavaju preporudene zahtjeve WHO za DPP
These requirements fulfil the GMP recommendations of WHO

F-0767/3**SU-INR-0001
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REPUBLIC OF TURKEY

MINISTRY OF HEALTH

Turkish Medicines and Medical Devices Agency
Certificate of a Pharmaceutical Product’

.f.?.l.’&)Zl).’/.g

s certificate conforms to the format recommended by the World Health Organization
(General instructions and explanatory notes attached)

Certificate No : 2C [ % /389[’, Exporting Country: Turkey
Importing Country: Albania
L Name and dosage form of product: 2B.1  Applicant for certificate (hame and address) :
CARDENOR 4 MG/4ML IV CONCENTRATE | =remeemmemmecmeseenes
FOR SOLUTION FOR INFUSION, AMPOULE
1.1, Active ingredient(s)? and amount(s) per unit dose :* ; 2B.2  Status of applicant : a/b/c (key in appropriate
1 ampoule (4 ml) contains 8 mg noradrenaline tartrate category as defined in note 8)

which is equivalent to 4 mg noradrenaline base. e
The formula (complete composition) attached
For complete qualitative compusition including excipients’

1.2, Is this product licensed to be placed on the market for 2B.2.1 For categories b and ¢ the name and address of the
use in the exporting country?”’ manufacturer producing the dosage form are ”
YES ] e

1.3. s this product actually on the market in the exporting | 2B.3  Why is marketing authorization lacking?
country? YES Not required/not requested/under
If the answer to 1.2, is yes, continue with section 2A and omit consideration/refused (key in as appropriate)
gecton2B. -~ ¥ e

IC the answer to 1.2, is no, omit section 2A and continue with
section 2B.°

2A.1. Number of product licence’ and date of issue : 2B4 Remarks:"
254/49 - 22 November 2013 | e

2A.2. Product-licence holder (name and address) : 3 Does the certifying authority arrange for periodic
VEM llag San, ve Tic. A.§. inspection of the manufacturing plant in which the
Sagiitdzi Mahallesi 2177.Cad. No: 10 B/49 dosage form is produced ? yes/no/not applicable" (key
Cankaya, Ankara/TURKEY in as appropriate) : YES

Factory address:

Cerkezkdy Organize Sanayi Bolgesi
Karaaga¢ Mahallesi Fatih Bulvar No:38
Kapakl/TEKIRDAG / TURKEY

2A.3. Status of product-licence holder :* wb/c (key in | 3.1 Periodicity of routine inspections (years) :
appropriate category as defined in note 8) 3 YEARS
A
2A3.1. For categories b and ¢ the name and address of the | 3.2 Has the manufacture of this type of dosage form been
manufacturer producing the dosage form are : inspected? yes/no (key in as appropriate)
(Key in appropriate category as defined in note 8) YES

2A.4. s Summary Basis of Approval appended M yesio tkey | 3.3 Do the facilities and operations conform to GMP as

in as appropriate): NO recommended by the World Health Organization )"
yes/no/not applicable" tkey in as appropriate) : YES

2A.5 s the attached, officially approved product information | 4. Does the information submitted by the applicant salisfy
complete and consonant with the licence ?'" yesmo/mot the certifying authority on all aspects of the
provided (key in as appropriate) manufacture of the product ?'°  yes/no rkey in as
Not provided, appropriate) : YES

If no, explain :

2A.6. Applicant for certificate, if different from licence
holder (name and address) ;' —eemmmmmmeeeencaaaas

This certificate is valid until .24;(0«’.20.2.0

Address and certifving authority:

REPUBLIC OF TURKEY

Turkish Medicines and Medical Devices Agency

Sagiitizit Mahallesi 2176, Sokak No:5 06520 Cankaya/Ankara/Turk

Facsimile: +90 312 218 34 60 Phone: +90 312 218 30 00

RUSENI

S
. TherEREN
wels L Say

Ecz. Banu SAHIN
Daire Baskani V.




General instructions
Please refer to the guidelines for full instructions on how to complete this form and information on the implementation of the Scheme,

The forms are suitable for generation by computer. They should always be submitted as hard copy, with responses printed in type rather
than handwritten.

Additional sheets should be appended, as necessary, to accommodate remarks and explanations.

Ex
1.

U

=

10.

11.

12.

13.

14.

15,

16.

planatory notes

This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the
applicant for the certificate in the exporiing country. It is for a single product only since manufacturing arrangements and approved
information for different dosage forms and different strengths can vary.

Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary names.
The formula (complete composition) of the dosage form should be given on the certificate or be appended.
Details of quantitative composition are preferred, but their provision is subject to the agreement of the product-licence holder,

When applicable, append details of any restriction applied to the sale, distribution or administration of the product that is specified in
the product licence.

Sections 2A and 2B are mutually exclusive,
Indicate, when applicable, if the licence is provisional, or the product has not yet been approved.
Specify whether the person responsible for placing the product on the markat:

(a) manufactures the dosage form;
(b) packages and/or labels a dosage form manufactured by an independent company; or
(¢) isinvolved in none of the above.

This information can be pravided only with the consent of the product-licence holder or, in the case of non-registered products, the
applicant, Non-completion of this section indicates that the party concerned has not agreed to inclusion of this information.

It should be noted that information concerning the site of production is part of the product licence. If the production site is changed,
the licence must be updated or it will cease to be valid.

This refers to the document, prepared by some national regulatory authorities, that summarizes the technical basis on which the
product has been licensed.

This refers to product information approved by the competent national regulatory authority, such as a Summary of Product
Characteristics (SPC).

In this circumstance, permission for issuing the certificate is required from the product-licence holder. This permission must be
provided to the authority by the applicant.

Please indicate the reason that the applicant has provided for not requesting registration:

(a) the product has been developed exclusively for the treatment of conditions particularly tropical diseases— not endemic in the
country of export;

(b)  the product has been reformulated wilh a view to improving its stability under tropical conditions:

(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical products in the country of
import:

(d) the product has been reformulated to meet a different maximum dosage limit for an active ingredient;

{e) any other reason, please specify.

Not applicable means that the manufacture is taking place in a country other than that issuing the product certificate and inspection
is conducted under the aegis of the country of manufacture.

The requirements for good practices in the manufaclure and quality control of drugs referred to in the certificate are those included
in the thirty-second report of the Expert Committee on Specifications for Pharmaceutical Preparations (WHO Technical Report
Series, No. 823, 1992, Annex 1). Recommendations specifically applicable to biological products have been formulated by the WHO
Expert Commiltee on Biolagical Standardization (WHO Technical Report Series, No. 822, 1992, Annex 1)

This section is to be completed when the product-licence holder or applicant conforms to status (b) or (c) as described in note 7
above. Itis of particular importance when foreign contractors are involved in the manufacture of the product. In these circumstances
the applicant should supply the certifying authority with information to identify the contracting parties responsible for each stage of
manufacture of the finished dosage form, and the extent and nature of any controls exercised over each of these parties.




CARDENOR 4 mg/4 mi Ampoule

VEM llag San. ve Tic. A.S. UNIT FORMULA

UNIT FORMULA

Name of the product: CARDENOR 4mg/4mL 1.V. Concentrate for Solution for Infusion,
Ampoule

Pharmaceutical form: Sterile, concentrate for solution for infusion.

Dosage form: 8 mg Noradrenaline tartrate which is equivalent to 4 mg Noradrenaline base /4

ml Ampoule

Composition (Ampoule of 4 ml):

~ Components ] Quantity |  Function | Reference
Active Substance
; 8 mg (equivalent to 4 mg Active
Noradrenaline tartrate noradrenalin base) substance EP, USP
Excipients -
Sodium chloride . 3452mg | Isotonicagent |  EP_
Sodium metabisulfite | 4mg | Antioxidant |  EP
0.1N Tartaric acid q.s for pH 3.5 pH adjuster EP
Water for injection q.s for 4.0 ml Solvent EP, USP
Appearance of solution : Clear, colorless light yellow, non-particulate solution,
Property of package : Type I, colorless, 5 ml glass ampoule with 4 ml of filling
volume
Packaging : 10 ampoules/box

Responsible Manager
Tufan SAHAN

V=Miac
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St M. 2177
Tel (0.312) 433




REPUBLIC OF TURKEY
MINISTRY OF HEALTH

TURKISH MEDICINES AND MEDICAL DEVICES AGENCY
Certificate of a Pharmaceutical Product’ ,
161212049

This certificate conforms to the format recommended by the World Health Organization
(General instructions and explanatory notes attached)

Certificate No: 209 146G 2 Exporting Country : Turkey
Importing Country : Uzbekistan
1. Name and dosage form of product : 2B.1  Applicant for certificate (name and address) :
MYOCRON 50 mg/5 mL LV. Solution for Injection
Vial
1.1, Active ingredient(s)* and amount(s) per unit dose :* : 2B.2  Status of applicant : a/b/c (key in appropriate
Each | ml of MYOCRON contains 10 mg rocuronium bromide category as defined in note 8)

as aclive substance. T
The formula (complete composition) attached/
For complete gualitative composition inchiding excipients’

1.2, Is this product licensed to be Placed on the market for 2B.2.1 For categories b and ¢ the name and address of the
use in the exporting country?’ manufacturer producing the dosage form are :
Yes# 1 skl
1.3, Is this product actually on the market in the exporting | 2B.3  Why is marketing authorization lacking ?
country ? YES Not required/not requested/uncer
[f' the answer 10 1.2. is yes, continue with section 2A and omit consideration/refused (key in as appropriate)
seetion2B. e,
If the answer to 1.2, is no, omit section 2A and continue with
section 2B.°
2A.1. Number of product licence’ and date of issue : 2B.4  Remarks :"
244/58-31 August 2012 e
2A.2. Product-licence holder (name and address) : 3 Does the certifying authority arrange for periodic
VEM [lag San. ve Tic. A.S. inspection of the manufacturing plant in which the
Sogiitozii Mahallesi 2177.Cad. No: 10 B/49 dosage form is produced ? yes/no/not applicable"
Cankaya, Ankara/TURKEY YES

Factory address:

Cerkezkdy Organize Sanayi Bolgesi
Karaagag Mahallesi Fatih Bulvari No:38
Kapakh/TEKIRDAG / TURKEY

2A.3. Status of product-licence holder :* abic (key in | 3.1 Periodicity of routine inspections (years) :
appropriate category as defined in note 8) 3 YEARS
A

2A3.1. For categories b and c the name and address of the | 3.2 Has the manufacture of this type of dosage form been
manufacturer producing the dosage form are :° inspected 7
(Key in appropriate category as defined in note 8) YES

2A.4. s Summary Basis of Approval appended ?'° 3.4 Do the facilities and operations conform to GMP as
NO recommended by the World Health Organization )"

YES

2A.5. Is the attached, officially approved product information | 4. Daes the information submitted by the applicant satisfy
complete and consonant with the licence 7" the certifying authority on all aspects of the
Not Provided manufacture of the product ?'®  vyesmo (key in as

appropriate) : YES
If no, explain :

2A.6. Applicant for certificate, if different from licence
holder (name and address) :'? ----e--aeemnmmerens

This certificate is valid until .4 QL. ~ 2358/ uthorized Person
Address and certifying authority:

REPUBLIC OF TURKEY

TurKistt MEDICINES AND MEDICAL DEVICES AGENCY
Sagiitizit Mahallesi 2176 Sokak No: 5 06520 Cankaya/Ankarw/ Tdﬂt
Facsimile: +90 312 218 34 60 Phone: +90 312 218 30 00 2
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General instructions
Please refer to the guidelines for full instructions on how to complete this form and information on the implementation of the Scheme

The forms are suitable for generation by computer They should always be submitted as hard copy, with responses printed in type rather
than handwritten

Additional sheets should be appended, as necessary, to accommodate remarks and explanations

Explanatory notes

1.

10

11

12

13.

14

15.

16

This certificate, which Is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the
applicant for the certificate in the exporting country. It is for a single praduct only since manufacturing arrangements and approved
information for different dosage forms and different strengths can vary.

Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary names,
The formula {complete composition) of the dosage form should be given on the certificate or be appended.
Details of quantitative composition are preferred, but their provision is subject to the agreement of the product-licence holder.

When applicable, append details of any restriction applied to the sale, distribution or adminisiration of the product that is specified in
the product licence.

Sections 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licence is provisional, or the product has not yet been approved.
Specify whether the person responsible for placing the product on the market:

(a) manufactures the dosage form;
(b)  packages and/or labels a dosage form manufactured by an independent company; or
(c) isinvolved in none of the above,

This information can be provided only with the consent of the product-licence holder or, in the case of non-registered producls, the
applicant, Nen-completion of this section indicates that the party concerned has not agreed to inclusion of this information.

It should be noted that information concerning the site of production is part of the product licence. if the production site is changed,
the licence must be updated or it will cease to be valid.

This refers to the document, prepared by some national regulatory authorities, that summarizes the technical basis on which the
product has been licensed.

This refers to product information approved by the competent national regulatory authority, such as a Summary of Product
Characteristics (SPC).

In this circumstance, permission for issuing the certificate is required from the product-licence holder. This permission must be
provided to the authority by the applicant.

Please indicate the reason that the applicant has provided for not requesting registration:

(a) the product has been developed exclusively for the treatment of conditions — particularly tropical diseases— not endemic in
the country of export;

(b)  the product has been reformulated with a view to improving its stability under tropical conditions;

(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical products in the country of
import:

(d)  the product has been reformulated to meet a different maximum dosage limit for an active Ingredient;

(e) any other reason, please specify.

Not applicable means that the manufacture is taking place in a country other than that issuing the product cerlificate and inspection
is conducted under the aegis of the country of manufacture.

The requirements for good practices in the manufacture and quality control of drugs referred to in the certificate are those included
in the thirty-second report of the Expert Committee on Specifications for Pharmaceutical Preparations (WHO Technical Report
Series, No. 823, 1992, Annex 1). Recommendations specifically applicable to biological producls have been formulated by the WHO
Expert Commiltee on Biological Standardization (WHO Technical Report Series, No, 822, 1992, Annex 1).

This section is to be completed when the product-licence holder or applicant conforms to status {b) or {c) as described in note 7
above. Itis of parlicular importance when foreign contractors are involved in the manufacture of the product. In these circumstances
the applicant should supply the certifying authority with information fo identify the contracting parties responsible for each stage of
manufacture of the finished dosage form, and the extent and nature of any contrals exercised over each of these parties.
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MYOCRON 50mg/5ml LV. Vial
VEM ilag San. ve Tic. A.§.

UNIT FORMULA

UNIT FORMULA

“MYOCRON 50mg/SmL L.V, Solution for Injection, Vial”

Name of drug product:
Pharmaceutical form:
Dosage form:

Nominal vial capacity:

Composition of MYOCRON 50mg/5mL LV. Solution for Injection, Vial:

For each 5 mL

Solution for injection

5 ml vials contain 50 mg rocuronium bromide

5ml

MYOCRON 50mg/5mL 1.V. Solution for Injection, Vial

9

SANAY] VE TICARET ANQ
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Components Quantity Function Reference
Active Substance
1 Rocuronium bromide* | 50 mg Active substance | E.P.
Excipients
2 Sodium acetate 10 mg Buffer substance | E.P.
3 Sodium chloride 16.5 mg Isotonizan EP
Adequate amount
4 Acetic acid** forpH: 3.8 -4.2 | pH adjuster E.P
~ 1 (30-50 mg) S
5 Water for injection Adequate amount | Solvent EF.
*Amount of raw material is calculated according to 100% potency.
** pH adjustment is done with 8 M Acetic Acid.
Appearance of solution: Clear and colourless solution in colourless glass vial.
Packaging feature: Colourless, type I vial with 5 ml capacity.
Packaging: 5 ml x 1 and 10 vials/box
Tufan Sahan

Responsible Manager
_— -

15 CorikoyariAd A
9 Fax: (0.312) 427 43 68
Bk, 024 040 8027
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