“FARMASOTIK URUN SERTIFIKASI, “IYI IMALAT UYGULAMALARI VE
SERBEST SATIS SERTIFIKASI’ ILE “FARMASOTIK URUN RUHSAT DURUMU
BEYANI”> BELGELERININ DUZENLENMESINE ILISKIN KILAVUZ

Amag
MADDE 1- (1) Bu Kilavuzun amaci “Farmasétik Uriin Sertifikasi’’, “Iyi Imalat

b

Uygulamalar: ve Serbest Satis Sertifikasi”> ve “Farmasotik Uriin Ruhsat Durumu Beyani®
belgelerinin diizenlenmesi i¢in gerekli olan; basvuru sartlarini, belgeleri, sertifika, beyan ve isim
taahhiitnamesi 6rneklerine iligkin hususlar ile s6z konusu belgenin diizenlenmesinde dikkat

edilecek usul ve esaslar1 belirlemektir.

Kapsam
MADDE 2- (1) Bu Kilavuz, beseri tibbi iiriinler, geleneksel bitkisel tibbi iiriinler ve 6zel
tibbi amacgli gidalar icin diizenlenecek “Farmasdtik Uriin Sertifikas’’, “Iyi Imalat

29

Uygulamalart ve Serbest Satig Sertifikast” ile “Farmasétik Uriin Ruhsat Durumu Beyani®

belgelerini kapsar.

Dayanak

MADDE 3- (1) Bu Kilavuz; 2/11/2011 tarih ve 28103 sayili Resmi Gazete’de
yayimlanan 663 sayili Saglik Bakanligi ve Bagl Kuruluslarinin Tegkilat ve Gorevleri Hakkinda
Kanun Hiikmiinde Kararname’nin 27 nci maddesinin ikinci fikrasinin (2) bendi esas alinarak

hazirlanmstir.

Tanmmlar:

MADDE 4- (1) Bu Kilavuzda gegen;

a) Farmasotik Uriin Sertifikas1 (CPP): ihracatta kullanilan, ihracatg1 iilkede farmasotik
lirlinlin ve bagvuruyu yapanin durumunu gosteren belgeyi,

b) Iyi imalat Uygulamalar1 ve Serbest Satis Sertifikasi: Thracatta kullanilan, ruhsath
farmasotik Grliniin ihracatgi iilkede serbest satisimin onayli ve iiretim yerinin iyi imalat
uygulamalarina uygun oldugunu gosteren belgeyi,

¢) Farmasotik Uriin Ruhsat Durumu Beyani: Uriinlerin ihracatg1 iilkedeki ruhsatlilik
durumunu gosteren belgeyi,

¢) Uriin: Beseri tibbi iiriinleri, geleneksel bitkisel tibbi iiriinleri ve 6zel tibbi amagcli
gidalari,

ifade eder.



Belge basvurusu

MADDE 5- (1) Bu Kilavuz kapsaminda yer alan;

a) Ruhsat bagvurusu olan veya ruhsatl tirtinler,

b) Ulkemizde ruhsatl1 veya ruhsat bagvurusu olmayan ancak fason iiretimi yapilan ihrag
edilecek turiinler,
icin “Farmasétik Uriin Sertifikasi” veya “Farmasétik Uriin Ruhsat Durumu Beyani’’ belge
diizenleme bagvurusu yapilabilir.

(2) “Iyi Imalat Uygulamalar: ve Serbest Satis Sertifikasi’> belge basvurusu sadece

tilkemizde ruhsatlandirilmis iiriinler igin yapilabilir.

Basvuruda dikkat edilecek hususlar

MADDE 6- (1) Bu Kilavuz kapsaminda yer alan {iriinler i¢in talep edilen “Farmasotik
Uriin Sertifikast’, “Iyi Imalat Uygulamalar: ve Serbest Satis Sertifikast’ ile “Farmasétik Uriin
Ruhsat Durumu Beyani’’ belge bagvurularinda,

a) Bagvuru sahibi tarafindan hazirlanarak onaylanmasi i¢in Kuruma gonderilen belgelerde
ihrag edilecek iilkenin isminin Ingilizce olarak yazilmast,

b) “Farmasétik Uriin Sertifikasi’” ve “Farmasétik Uriin Ruhsat Durumu Beyan:”’
belgesinde “General Instructions’’ ve “Explanatory Notes’’ boliimlerinin belgenin arka yiiziinde
yer almasi,

C) Ruhsat sahibi ve {ireticisi ayni olan firmalarin adreslerinin farkli olmas1 durumunda, iki
adresin de ayr1 ayr yazilmasi,

¢) Basvuru {ist yazisinda {irliniin gonderilecegi iilke isminin ve Kurumca onaylanmasi
talep edilen kisa iriin bilgileri, kullanma talimati, bitmis {iriin spesifikasyonlar1 gibi belge
isimlerinin belirtilmesi,

d) Bagvuru tist yazisinda {iriin isimlerinin Tiirk¢e olarak yazilmasi, {iriin ruhsath degilse
iist yazida Kurumumuza ruhsat bagvurusu yapilan isminin belirtilmesi,

e) “Farmasdétik Uriin Sertifikasi”, “lyi Imalat Uygulamalari ve Serbest Satis
Sertifikasi’> ve “Farmasotik Uriin Ruhsat Durumu Beyami’ belge tiirleri igin yapilan
basvurularda, talep edilen her bir belge icin ayr1 ayr1 bagvuru yapilmasi,

f) “Farmasdétik Uriin Ruhsat Durumu Beyan: ” belgesi basvuru talebinin en fazla on iiriin

icin yapilmas,



g) Kirmuzi ve vyesil receteye tabi iiriinler igin “Farmascétik Uriin  Sertifikast”
diizenlenmesine iliskin bagvurularda, s6z konusu belgenin birinci boliimiinde iriiniin kontrole
tabi oldugunun belirtilmesi,

h) “Farmasétik Uriin Sertifikasi” basvurularinda iiriinlere ait lisansdr firma olmasi
durumunda bu bilginin s6z konusu belgenin 2.A.2 bdliimiinde belirtilmesi,

1) Uriinlerin etkin maddesinin tuz formunda olmas1 halinde tuz miktarinin esdeger oldugu
baz miktariyla beraber Kurumca onaylanmasi talep edilen belgenin ilgili boliimiinde
belirtilmesi,

i) Uriin isminin farkli bir dilde yazilarak gonderilmesinin talep edildigi durumlarda
Ingilizce olarak yazilan ismin yaninda parantez icinde talep edilen dilde belirtilmesi,

j) Ulkemizde ruhsatli veya ruhsat bagvurusu olmayan ancak fason iiretimi yapilan ihrag
edilecek {trlinler i¢in yapilan belge basvurularinda sertifikanin ekinde Kurumca kontrolii
saglanamayacak olan bilgiler (formiil, bitmis {iriin spesifikasyonlar1 vb.) onaylanamayacagindan
bagvuruda talep edilmemesi,

k) Bu Kilavuzda belirtilen hususlara iliskin belgelerin Ek 1-7’de tanimlanan 6rneklere
uygun olarak hazirlanmis olmasi,

gerekmektedir.

Basvuru icin istenen bilgi ve belgeler

MADDE 7- (1) “Farmasétik Uriin Sertifikasi’’ igin asagidaki bilgi ve belgelerle
basvuru yapilir:

a) Kurumca onaylanmast talep edilen “Farmasotik Uriin Sertifikasi” ash ve fotokopisi,

b) Belge diizenlenmesi talep edilen s6z konusu iriinlerin Kurumca ruhsatli olmasi
durumunda ruhsatname fotokopisi,

¢) Firma yetkilisi tarafindan imzalanan ingilizce birim formiil deklarasyon belgesi asli,

¢) Uriiniin farkl1 bir ticari isimle ihra¢ edilmesi durumunda Tiirkiye piyasasinda o isimle
liriin bulunmadigina dair taahhiitname,

d) Sertifikanin 1.3. boliimiiniin “Yes” olarak doldurulmasi halinde satis izni fotokopisi,

e) Bagvuruyu yapan firma, ruhsat sahibinden farkli ise ruhsat sahibinden alinan sertifika
basvurusunda bulunabilecegine dair yetki belgesi,

f) ithal ilaglar i¢in; lisansér firmadan alian ihracata izin verdigine dair 1slak imzal1 onay
yazisi Ve iiretim yerine ait “fyi Imalat Uygulamalart” belgesi, Tiirkiye piyasasii sikintiya

sokmayacagina dair taahbhiit,



g) Kirmiz1 ve yesil regeteye tabi iiriinler i¢cin "Kontrole Tabi Maddelerin fhracina
Mahsus Ruhsatname’” sureti,

g) Ulkemizde ruhsathi olmayan veya ruhsat basvurusu olmayan ancak fason iiretimi
yapilan {irlinler i¢in yapilan, {iriiniin ihracina yonelik sertifika bagvurularinda; lisansor firmadan
alinmig sertifika bagvurusunda bulunabilecegine dair 1slak imzali yetki belgesi, fason iiretim
anlasma sureti, iiretim yerine ait * Iyi Imalat Uygulamalarr” sertifikas1 ve iiretim yeri izin
belgesi.

(2) “Iyi Imalat Uygulamalar: ve Serbest Satis Sertifikasi” igin asagidaki bilgi ve
belgelerle basvuru yapilir:

a) Kurumca onaylanmasi talep edilen “fyi Imalat Uygulamalar: ve Serbest Satis
Sertifikast” ash ve fotokopisi,

b) Belge diizenlenmesi talep edilen s6z konusu fiiriine ait Kurumca diizenlenen
ruhsatname fotokopisi,

¢) Firma yetkilisi tarafindan imzalanan birim formiil deklarasyon belgesi asli,

d) Uriiniin farkli bir ticari isimle ihrag edilmesi durumunda Tiirkiye piyasasinda o isimle
iiriin bulunmadigina dair taahhiitname.

(3) “Farmasétik Uriin Ruhsat Durumu Beyani” igin asagidaki bilgi ve belgelerle bagvuru
yapilir:

a) Kurumca onaylanmasi talep edilen “Farmasétik Uriin Ruhsat Durumu Beyani” asli ve
fotokopisi,

b) Belge diizenlenmesi talep edilen s6z konusu iiriinlerin Kurumca ruhsatli olmasi
durumunda ruhsatname fotokopileri,

c) Belge diizenlenmesi talep edilen iriinlere ait birim formiiller,

¢) Basvuruyu yapan firma, ruhsat sahibinden farkli ise ruhsat sahibinden alinan sertifika

basvurusunda bulunabilecegine dair yetki belgesi.

Belge gecerlilik siiresi

MADDE 8- (1) “Farmasétik Uriin Sertifikast’’ ile “Iyi Imalat Uygulamalar: ve Serbest
Satis Sertifikasi’> Kurum onay tarihinden itibaren iki yil stireyle gecerlidir.

(2) “Farmasétik Uriin Ruhsat Durumu Beyani’’ belgesi, sadece belgenin diizenlendigi

tarih itibariyle gecerli olan mevcut durumu gosterir.



Yirirlik

MADDE 9- (1) Bu Kilavuz Kurum Bagkan1 onayi ile yayimi tarihinde yiiriirliige girer.

Yiiriitme
MADDE 10- (1) Bu Kilavuz hiikiimlerini Tiirkiye Ila¢ ve Tibbi Cihaz Kurumu Baskani

yiiriitiir.

EK-1 “Farmasétik Uriin Sertifikasi” Ingilizce hazirlanmis belge 6rnegi.

EK-2 “Iyi Imalat Uygulamalar: ve Serbest Satis Sertifikas:” ingilizce hazirlanmis belge
ornegi.

EK-3 “Iyi Imalat Uygulamalari ve Serbest Satis Sertifikas” Tiirkge hazirlanmus belge
ornegi.

EK-4 Farkli isimle ihracat basvurulari i¢in “Farmasétik Uriin Sertifikasi” Ingilizce
hazirlanmig belge 6rnegi.

EK-5 Farkli isimle ihracat basvurulari i¢in “/yi Imalat Uygulamalar: ve Serbest Satis
Sertifikast” Ingilizce hazirlanmis belge 6rnegi.

EK-6 “Farmasotik Uriin Ruhsat Durumu Beyani” Ingilizce hazirlanmis belge 6rnegi.

EK-7 Farkli isimle yapilan ihracat bagvurulari i¢in isim taahhiitnamesi 6rnegi.



EK-1

REPUBLIC OF TURKEY

MINISTRY OF HEALTH
TURKISH MEDICINES AND MEDICAL DEVICES AGENCY
Certificate of a Pharmaceutical Product!

This certificate conforms to the format recommended by the World Health Organization

(General instructions and explanatory notes attached) Date:
Certificate No : Exporting Country :
Importing Country :
1. Name and dosage form of product : 2B.1. Applicant for certificate (name and address) :
1.1.  Active ingredient(s)? and amount(s) per unit dose :* : 2B.2. Status of applicant : a/b/c (key in appropriate
category as defined in note 8)
2B.2.1. For categories b and ¢ the name and address of the
For complete qualitative ~composition including manufacturer producing the dosage form are :°
excipients, see attached. |
1.2.  Is this product licensed to be placed on the market for 2B.3.  Why is marketing authorization lacking ?
use in the exporting country?® yes/no (key in as Not required/not requested/under
appropriate) : consideration/refused (key in as appropriate)
1.3. s this product actually on the market in the exporting | 2B.4. Remarks :!*
country ? Yes/no/unknown (key in as appropriate): | = ceceeeeeeeeeeeeeeeeee
Sl: cttl:z :;sg.vcr to 1.2. is yes, continue with section 2A and omit 3 Does the certifying authority arrange for periodic
If the answer to 1.2. is no, omit section 2A and continue with inspection of the manufacturing plant in which the
section 2B. dosage form is produced ? yes/no/not applicable'! (key in
as appropriate) :
If no or not applicable proceed to question 4.
2A.1. Number of product licence” and date of issue : 3.1.  Periodicity of routine inspections (years) :
2A.2. Product-licence holder (name and address) : 3.2. Has the manufacture of this type of dosage form been
inspected ? yes/no (key in as appropriate) :
2A3. Status of product-licence holder :* ab/c (key in | 3.3. Do the facilities and operations conform to GMP as
appropriate category as defined in note 8) recommended by the World Health Organization )'
yes/no/not applicable'! (key in as appropriate) :
2A3.1. For categories b and c the name and address of the | 4. Does the information submitted by the applicant satisfy
manufacturer producing the dosage form are :* the certifying authority on all aspects of the manufacture
(Key in appropriate category as defined in note 8) of the product ?' yes/no (key in as appropriate):
2A.4. Is Summary Basis of Approval appended ?' yes/no (key If no, explain :
in as appropriate): No
2A.5. Is the attached, officially approved product information
complete and consonant with the licence ?!! yes/no/not
provided (key in as appropriate): NoT PROVIDED
2A.6. Applicant for certificate, if different from licence
holder (name and address) :'2 --------ccemceeaan
This certificate is valid until .....................................
Address and certifiying authority: Name of authorized person

REPUBLIC OF TURKEY

MINISTRY OF HEALTH

TURKISH MEDICINES AND MEDICAL DEVICES AGENCY
SOGUTOZi MAH. 2176 SOK. N0:5 CANKAYA/ANKARA
FAX: (0312) 2183003 PHONE: (0312) 218 30 00



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 accomodate remarks and explanations.

Explanatory notes

1. 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 product only since manufacturing arrangements
and approved information for different dosage forms and different strengths can vary.

2. Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary names.

3. The formula (complete composition) of the dosage form should be given on the certificate or be appended.

4. Details of quantitative composition are preferred but their provision is subject to the agreement of the product-licence
holder.

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

6. Sections 2A and 2B are mutually exclusive.

7. Indicate, when applicable, if the licence is provisional, or the product has not yet been approved.

8.  Specify whether the person responsible for placing the product on the market:

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

9. This information can only be provided 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 has to be updated or it is no longer valid.

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

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

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

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

(@) 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.

14. Not applicable means 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.

15. 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 products have
been formulated by the WHO Expert Committee on Biological Standardization (WHO Technical Report Series, No. 822,
1992, Annex 1).

16. This section is to be completed when the product-licence holder or applicant conforms to status (b) or (c) as described in

note 8 above. It is 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.



EK-2

REPUBLIC OF TURKEY
MINISTRY OF HEALTH
Turkish Medicines and Medical Devices Agency

ANKARA
Date:
Certificate No:

In reply please refer to:

Issued for:

GMP and FREE SALES
CERTIFICATE

(LICBHCE HOIAOTS cvuvsvoiisvisssvimasssvismsswivisosssvsnvovsvsossyvumaivasssinsassossssssssas sssans s s souse s v o sao sy ooV o783 308 S9SN GE SO PN SV o

.............................................................................................................................................................................................. )
has been authorized to be placed on the market for use in Turkey and is subject to our supervision as stipulated in Turkish

Laws.

Product Name

Registration date and No

Active ingredient(s) and amount(s) per tnit dOSE : ................cuvvvvuresinssissiisssssssussssssusssssssssossasssessassssasessnsassssssssss

We also certify that the manufacturing plant is subject to inspections at suitable intervals and that the manufacturer
conforms to the requirements for current GMP as recommended by the World Health Organization in respect to be sold
or distributed within the country of origin or to be exported.

Name of authorized person

This certificate is valid until............................

Sogiitozit Mahallesi 2176. sokak No: 5
Cankaya / ANKARA / TURKEY
PHONE : + 90 312 218 30 00

FAX :+90312 218 34 60



EK-3

T.C.

SAGLIK BAKANLIGI
Tiirkiye Ilag ve Tibbi Cihaz Kurumu

ANKARA
Tarih:
Sertifika No:

Dtizenlenme nedeni:

IYI IMALAT UYGULAMALARI ve SERBEST
SATIS SERTIFIKASI

Asagida belirtilen diriin, ...

(Ruhsat sahibi:
tarafindan iiretilmekte olup, Tiirkiye'de pazara verilmek iizere ruhsatlandirilmis ve Tiirkiye yasalarina uygun olarak

denetimimize tabi tutulmustur.

Uriin adh T e T e O B e e O R e e

Avyrica, iiretim yerinin belirli araliklarla denetime tabi tutuldugunu ve iireticinin mense ilke ya da ihrag edilecek
olan iilkede satist ya da dagitimi yapmatk iizere Diinya Saghk Orgiitii tarafindan énerilen giincel Iyi Imalat Uygulamalart

gerekliliklerine uygun oldugunu onaylariz.

Yetkili Kisinin ismi

Bu sertifika ........................tarihine kadar gegerlidir.

Sogiitozii Mahallesi 2176. sokak No: 5
Cankaya/ ANKARA / TURKEY
Telefon : 0312 218 30 00

Faks :03122183460



EK-4

REPUBLIC OF TURKEY

MINISTRY OF HEALTH
TURKISH MEDICINES AND MEDICAL DEVICES AGENCY
Certificate of a Pharmaceutical Product!

This certificate conforms to the format recommended by the World Health Organization

(General instructions and explanatory notes attached) Date:
Certificate No : Exporting Country :
Importing Country :

Name and dosage form of product :

Local name: Turkiye’deki ismi (Ingilizce olarak)
Exporting name: Thracatta kullanilacak ismi

1.4

1.2.

1.3.

2A.1.

2A.2.

Active ingredient(s)? and amount(s) per unit dose :* :

For  complete including

excipients, see attached.*

qualitative  composition
Is this product licensed to be placed on the market for
use in the exporting country?” yes/no (key in as
appropriate) :

Is this product actually on the market in the exporting
country ? Yes/no/unknown (key in as appropriate):

If the answer to 1.2. is yes, continue with section 2A and omit
section 2B.

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

Number of product licence’ and date of issue :

Product-licence holder (name and address) :

2A.3. Status of product-licence holder :® a/b/c (key in appropriate

category as defined in note 8)

2A3.1. For categories b and c the name and address of the

2A.4. Ts Summary Basis of Approval appended ?'° yes/no (key

manufacturer producing the dosage form are :°
(Key in appropriate category as defined in note 8)

in as appropriate): No

2A.5. Is the attached, officially approved product information

complete and consonant with the licence ?!! yes/no/not
provided (key in as appropriate): NoT PROVIDED

2A.6. Applicant for certificate, if different from licence

holder (name and address) :'2

This certificate is valid until ......................ccococoevrnn.

Address and certifiying authority:

REPUBLIC OF TURKEY

MINISTRY OF HEALTH

TURKISH MEDICINES AND MEDICAL DEVICES AGENCY
SOGUTOZU MAH. 2176 SOK. NO:5 CANKAYA/ANKARA
Fax: (0312) 2183003 PHONE: (0312) 218 30 00

3.1.

3.2

3.3.

10

2B.1.

2B.2.

2B.3.

Applicant for certificate (name and address) :

Status of applicant : a/b/c (key in appropriate
category as defined in note 8)

2B.2.1. For categories b and ¢ the name and address of the

manufacturer producing the dosage form are :°

Why is marketing authorization lacking ?
Not required/not requested/under
consideration/refused (key in as appropriate)

Does the certifying authority arrange for periodic
inspection of the manufacturing plant in which the
dosage form is produced ? yes/no/not applicable!'* (key in
as appropriate) :

1f no or not applicable proceed to question 4.

Periodicity of routine inspections (years) :

Has the manufacture of this type of dosage form been
inspected ? yes/no (key in as appropriate) :

Do the facilities and operations conform to GMP as
recommended by the World Health Organization )'®
yes/no/not applicable!! (key in as appropriate) :

Does the information submitted by the applicant satisfy
the certifying authority on all aspects of the manufacture
of the product ?'° yes/no (key in as appropriate):

If no, explain :

Name of authorized person



EK-5

REPUBLIC OF TURKEY
MINISTRY OF HEALTH
Turkish Medicines and Medical Devices Agency

ANKARA
Date:
Certificate No:
In reply please refer to:

Issued for:

GMP and FREE SALES
CERTIFICATE

We hereby certify that the below mentioned product produced Dy.....................c.coweeeeecoeevevesisieisisisiseine v
(ACRIICEIAONACES svsisiisvavvsnssssvwvivicsssivivivisssnioviviasssvs i aossossos s oo A SO B RNST TS Y S T SRS SR PSS TSS AV RSIR
............................................................................................................................................................................................... )
has been authorized to be placed on the market for use in Turkey and is subject to our supervision as stipulated in Turkish
Laws.

Product Name : Local name: Tiirkiye deki ismi (Ingilizce 0larak)...........cooeveeeveuerereerrerin
EXDOTHE HATHES s i s R S STt
Registration date and No S e A S A SR B R S S

Active ingredient(s) and amount(s) per unit dose : .

We also certify that the manufacturing plant is subject to inspections at suitable intervals and that the manufacturer
conforms to the requirements for current GMP as recommended by the World Health Organization in respect to be sold

or distributed within the country of origin or to be exported.

Name of authorized person

This certificate is valid until............................

Sogiitozii Mahallesi 2176. sokak No: 5
Cankaya / ANKARA / TURKEY
PHONE : + 90 312 218 30 00

FAX :+90312218 34 60

11



EK-6

REPUBLIC OF TURKEY

MINISTRY OF HEALTH
TURKISH MEDICINES AND MEDICAL DEVICES AGENCY

Statement of Licensing Status of Pharmaceutical Product(s)’

This statement conforms to the format recommended by the World Health Organization.
Certificate No : DATE:
Exporting Country:
Importing Country :
Applicant (name/address):

Name of product Dosage form Active ingredient(s)? and | Product-licence no. and
amount (s) per unit dose: | date of issue’

The certifying authority undertakes to provide, at the request of the applicant (or, if different, the product-licence holder),
a separate and complete Certificate of a Pharmaceutical Product in the format recommended by WHO, for each of the

products listed above.

Name of authorized person

This statement only indicates the current situation as of the date on which the document was issued.
Sogiitozii Mahallesi 2176. sokak No: 5
Cankaya / ANKARA / TURKEY

PHONE : + 90 312 218 30 00
FAX  :+90312218 3460

12



General instructions

Please refer to the guidelines for further information on how to complete this form and on the
implementation of the Scheme.

Forms should be completed using a typewriter to ensure legibility.

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

Explanatory notes

1 This statement is intended for use by importing agents who are required to screen bids made in
response to an international tender and should be requested by the agent as a condition of bidding.

2 Use, whenever possible, International Non proprietary Names (INNs) or national nonproprietary
names.

3 If no product licence has been granted, enter “not required”, “not requested”, “under consideration”,
or “refused” as appropriate.

13



EK-7

o TAAHHUTNAME
Imal/Ithal ruhsatina sahip oldugumuz “’A’’ isimli tirinimiiz

>

a B’ ismi ile

ihrag edilecektir. °B’’ isimli Griiniimiiziin formiilasyonunun “’A’’ ile birebir ayni oldugunu ve
tilkemizde “’B’’ markast ile ruhsatli herhangi bir Giriin bulunmadigini taahhiit ederiz.
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