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TURKIYE ILAC VE
TIBBI CIHAZ KURUMU

“FARMASOTIK URUN SERTIFIKASI’,
“SERBEST SATIS SERTIFIKASI”’ VE
“FARMASOTIK URUN RUHSAT
DURUMU BEYANI’’ BELGELERININ
DUZENLENMESINE ILISKIN KILAVUZ




“FARMASOTIK URUN SERTIFIKASI’, “SERBEST SATIS SERTIFIKASI”” VE
“FARMASOTIK (:)'RUN RUHSAT DURUMU BEYANI” BELGELERININ
DUZENLENMESINE ILISKIN KILAVUZ

Amacg

MADDE 1- (1) Bu Kilavuzun amaci1 “Farmasétik Uriin Sertifikasi”, “Serbest Satis
Sertifikast” ve “Farmasétik Uriin Ruhsat Durumu Beyani” belgelerinin diizenlenmesi igin gerekli
olan; bagvuru sartlarini, belgeleri, sertifika, beyan ve isim taahhiitnamesi 6rneklerine iliskin
hususlar ile s6z konusu belgelerin diizenlenmesinde dikkat edilecek usul ve esaslar

belirlemektir.

Kapsam
MADDE 2- (1) Bu Kilavuz, beseri tibbi iiriinler, geleneksel bitkisel tibbi iiriinler, dzel
tibbi amacl gidalar ve homeopatik tibbi {iriinler ile bunlar i¢in ruhsat bagvurusunda bulunan

ve/veya ruhsat/izin verilmis gergek ve tlizel kisileri kapsar.

Dayanak

MADDE 3- (1) Bu Kilavuz; 15/07/2018 tarihli ve 4 sayili Bakanliklara Bagli, ilgili,
Iligkili Kurum ve Kuruluslar ile Diger Kurum ve Kuruluslarin Teskilati Hakkinda
Cumhurbagskanligi Kararnamesi’nin 506 nci, 508 inci ve 796 nc1 maddeleri hiikiimlerine ve
Uluslararasi Ticari Dolasimdaki Farmasétik Uriinlerin Kalitesine Iliskin Diinya Saglik Orgiitii

(DSO) Sertifikasyon Semasinin Uygulanmasina Yonelik Kilavuza dayanilarak hazirlanmistir.

Tanimlar

MADDE 4- (1) Bu Kilavuzda gegen;

a) Farmasotik Uriin Sertifikas1 (CPP): Formati DSO tarafindan belirlenen, farmasétik
tirliniin ve bagvuru sahibinin ihrag eden tilkedeki durumunu gésteren belgeyi,

b) Serbest Satis Sertifikas1: Uriiniin ihra¢ eden iilkede serbest satismin onayli ve iiretim
yerinin iyi imalat uygulamalarina uygun oldugunu gosteren belgeyi,

¢) Farmasétik Uriin Ruhsat Durumu Beyani: Format1 DSO tarafindan belirlenen ihrag
eden iilkedeki ruhsatli/izinli olma durumunu gosteren belgeyi,

¢) Uriin: Beseri tibbi iiriinleri, geleneksel bitkisel tibbi iiriinleri, homeopatik tibbi

iirlinleri ve 6zel tibbi amaclh gidalari,



ifade eder.

Be

Ige basvurusu

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

a) Ruhsat bagvurusu olan iiriinler, ruhsatli tiriinler veya izin belgesine sahip {irtinler,

b) Ulkemizde ruhsati1 veya ruhsat basvurusu olmayan sadece iiretimi yapilan iiriinler i¢in

“Farmasétik Uriin Sertifikasi” veya “Farmasétik Uriin Ruhsat Durumu Beyan:” basvurusu

yapilabilir.

(@)

“Serbest Satig Sertifikasi’’ bagvurusu iilkemizde ruhsatlandirilmis veya izin belgesine

sahip tiriinler i¢in yapilabilir.

Basvuruda dikkat edilecek hususlar

MADDE 6- (1) Bu Kilavuz kapsaminda yer alan iiriinler i¢in talep edilen “Farmasotik

Uriin Sertifikasy’’, “Serbest Satig Sertifikast’ ile “Farmasétik Uriin Ruhsat Durumu Beyant”

belge basvurularinda asagidaki hususlara dikkat edilmelidir.

a)
b)

9)

d)

9)

Her bir belge i¢in ayr1 bagvuru yapilmalidir.

Bagvuru {ist yazisinda iiriin isimleri Tiirk¢e olarak yazilmalidir. Uriin ruhsathi degilse
ruhsat basvurusunda bulunulan iiriinler igin ruhsat basvurusunda belirtilen isim
yazilmalidir.

Basvuru iist yazisinda iiriiniin gonderilecegi iilke ismi ve Kurumca onaylanmasi talep
edilen Kisa Uriin Bilgisi (KUB), Kullanma Talimati (KT) gibi belge isimleri
belirtilmelidir.

“Farmasétik Uriin Sertifikasi’> ve “Serbest Satis Sertifikasi’’ belgeleri icin bagvuru
yapilirken elektronik sistemde iiriin ad1 secilmelidir.

“Farmasétik Uriin Sertifikas:” ve “Farmasétik Uriin Ruhsat Durumu Beyam’™
belgelerinde “General Instructions’’ ve “Explanatory Notes’’ boliimleri belgenin arka
yliziinde ve tek sayfa olacak sekilde yer almalidir.

Tiim belgelerde ihrag edilecek iilkenin ismi Ingilizce olarak yazilmadr.

Tiim belgelerde ruhsat sahibi ve tiretim yeri firma unvanlar ile adresleri Ticari Sicil
Gazetesi’nde yayimlanan sekilde yalnizca Tiirkge olarak belirtilmelidir.

“Farmasotik Uriin Sertifikast” ile “Serbest Satis Sertifikasi” belgelerinde ihracat
isminin talep edildigi durumlarda; iiriiniin ihra¢ edilecek iilkede kullanilacak olan

ismi “Exporting Name” bolimiinde belirtilmelidir. “Local Name” ve “Exporting



h)

)

K)

Name” béliimlerinde {iriin ismi Ingilizce olarak yazilmali; farkl bir dilde yazilarak
gonderilmesinin talep edildigi durumlarda ise ingilizce olarak yazilan ismin yaninda
talep edilen dilde parantez igerisinde belirtilmelidir.

Kontrole tabi iiriinler i¢in “Farmasétik Uriin Sertifikasi” ve “’Serbest Satis Sertifikast’’
basvurularinda etkin madde isim ve miktar1 boliimiinde {iriiniin kontrole tabi oldugu
“controlled substance” ibaresiyle belirtilmelidir.

Lisansli {iriinlere ait lisansor firma bilgisi “Farmasotik Uriin ~ Sertifikast”
bagvurularinda 2.A.2. boliimiinde, “Serbest Satis Sertifikasi’’ basvurularinda
“Marketing authorization holder” boliimiinde belirtilmelidir.

(Coziicti liretim yeri veya primer/sekonder ambalajlama yeri, iiriiniin liretim yerinden
farkli ise “Farmasotik Uriin Sertifikasi’” ve “Serbest Satis Sertifikasi’” belgelerinin
ilgili boliimlerinde ayrica belirtilmelidir.

“Farmasétik Uriin Sertifikasr” ile “Serbest Satis Sertifikast” belgelerinde ihracat
isminin talep edildigi durumlarda; iiriin etkin madde ismi ile veya tlilkemizde ruhsatl
oldugu ticari marka ile ihra¢ ediliyorsa isim taahhiitnamesinin sunulmasina gerek
yoktur.

“Farmasétik Uriin Sertifikasi’’ basvurularinda iiriiniin iilkemiz piyasasinda bulunma
durumunu goésteren 1.3. boliimii belirtilirken, iiriiniin flag Takip Sistemi’nde (ITS)
son 1 y1l icerisindeki hareketi goz oniinde bulundurulmalidir.

“Farmasotik Uriin Sertifikasi’® belgesinde ruhsat sahibinin ve iireticinin ayni oldugu
ancak adreslerinin farkli oldugu durumlarda, s6z konusu belgenin 2.A.2. bolimiinde
iki adres de ayr1 belirtilmelidir.

“Farmasotik Uriin Sertifikasi” ekinde onaylanmasi talep edilen KUB ve KT
Kurumumuz tarafindan onayl haliyle yalnizca Tiirk¢e olarak gonderilmelidir. Baska
bir dilde talep edilmesi halinde yeminli terciiman onayli KUB veya KT Tiirkgesi ile
birlikte gonderilmelidir.

“Farmasotik Uriin Sertifikas:’’ bagvurularinda izin belgesine sahip iiriinler igin 2.B.
boliimii doldurulmali ve ’Remarks’” boliimiinde piyasada bulunmak {izere izinli
oldugu belirtilmelidir.

Ulkemizde ruhsati veya ruhsat basvurusu olmayan sadece iiretimi yapilan iiriinler i¢in
yapilan “’Farmasétik Uriin Sertifikas:’’ bagvurularinda; 2.B.3 “Not requested” olarak
doldurulmali, 2.B.4 “Remarks” boliimiinde Tiirkiye nin yalnizca iiretici oldugu ve

iiriinlin llkemizde ruhsathi olmadigi belirtilmelidir. Sertifikanin ekinde Kurumca



kontrolii  saglanamayacak olan bilgiler (lirtin  bilgileri, formil vb.)
onaylanamayacagindan basvuruda talep edilmemelidir.

0) “Farmasdtik Uriin Sertifikasi” ve “Serbest Satis Sertifikasi” belgeleri icin heniiz
uygunluk almamis varyasyon basvurularinda, mevcut onayli durumu ile birlikte
bagvurunun inceleme altinda oldugu belirtilerek talep edilen son sekliyle sertifika
basvurusunda bulunulabilir.

0) “Farmasétik Uriin Ruhsat Durumu Beyam ” belgesi en fazla on iiriin i¢in diizenlenir.

p) Tim belgelerde “Turkey”, “Turkei”, “Turquie” vb. ibareleri yerine “Tiirkiye” ibaresi

kullanilmalidir.

Basvuru icin istenen bilgi ve belgeler

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

basvuru yapilir:

a) Kilavuz dogrultusunda hazirlanmis “Farmasétik Uriin Sertifikast”.

b) Ruhsatname/izin belgesi 6rnegi.

¢) Belge ekinde onaylanmasi talep ediliyorsa Ingilizce birim formiil deklarasyonu asli,

¢) 2.A.4. bollimiiniin “Yes” olarak belirtildigi durumlarda, ekte onaylanmasi talep
edilen yetkili tarafindan onaylanmis belgeler (bitmis {iriin spesifikasyonu, etkin
madde tiretim yeri, etkin madde spesifikasyonu vb).

d) 2.A.5. boliimiiniin “Yes” olarak belirtildigi durumlarda, belge ekinde onaylanmasi
talep edilen KUB ve/veya KT.

e) Uriiniin farkli bir ticari isimle ihra¢ edilmesi durumunda Ek-7°de yer alan
taahhiitname, ihracat i¢in tilkemizde ruhsatli bir {iriintin ismi kullanilacaksa Ek-8’de
yer alan taahhiitname ve 6769 Sayili Sinai Miilkiyet Kanunu’’ geregince ruhsat
sahibinden alinan ruhsatli ismi kullanabilecegine dair imzali yetki belgesi.

f) Basvuruyu yapan firma, ruhsat/izin sahibinden farkli ise ruhsat/izin sahibinden alinan
sertifika veya ihracat bagvurusunda bulunabilecegine dair yetki belgesi.

g) Lisansh iriinler i¢in; lisansor firmadan alinan sertifika veya ihracat bagvurusunda
bulunabilecegine dair yetki belgesi.

g) Ulkemizde ruhsat1 veya ruhsat bagvurusu olmayan iilkemizde sadece iiretimi yapilan
tirlinler i¢in tiretim yeri ile etkin madde(ler) ve miktar(lar)in1 gosteren belge ve {iriin

yurt diginda ruhsatli ise ruhsatname 6rnegi.



(2) “Serbest Satis Sertifikasi’’ i¢in asagidaki bilgi ve belgelerle bagvuru yapilir:

a) Kilavuz dogrultusunda hazirlanmis “Serbest Satis Sertifikasi”.

b) Ruhsatname/izin belgesi 6rnegi.

c) Belge ekinde onaylanmas: talep ediliyorsa Ingilizce birim formiil deklarasyonu asli.

¢) Uriiniin farkli bir ticari isimle ihra¢ edilmesi durumunda Ek-7’de yer alan
taahhiitname, ihracat icin tilkemizde ruhsatl bir tiriintin ismi kullanilacaksa EK-8°de
yer alan taahhiitname ve ’6769 Sayili Sinai Miilkiyet Kanunu’’ gereg§ince ruhsat
sahibinden alinan ruhsatli ismi kullanabilecegine dair imzali yetki belgesi.

d) Bagvuruyu yapan firma, ruhsat/izin sahibinden farkli ise ruhsat/izin sahibinden
alinan sertifika veya ihracat bagvurusunda bulunabilecegine dair yetki belgesi.

e) Lisansh triinler i¢in; lisansor firmadan alinan sertifika veya ihracat bagvurusunda

bulunabilecegine dair yetki belgesi.

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

a) Kilavuz dogrultusunda hazirlanmis “Farmasétik Uriin Ruhsat Durumu Beyani” ash.

b) Ruhsatname/izin belgesi 6rnegi.

c) Bagvuruyu yapan firma, ruhsat/izin sahibinden farkli ise ruhsat/izin sahibinden alinan

sertifika veya ihracat bagvurusunda bulunabilecegine dair yetki belgesi.

Basvuru sahibinin sorumlulugu

MADDE 8- (1) Basvuru sahibi bu Kilavuzda belirtilen usul ve esaslara uygun olarak
bagvuru yapmak ve Kuruma sundugu bilgi ve belgelerin dogrulugunun teyidi ile yiikiimlii olup
bu bilgi ve belgelerin sonuglarindan dogacak her tiirlii sorumlulugu kabul eder.

(2) Bagvuru sahibi iirtinii ile ilgili Kuruma sundugu tiim belgelerin asillarin1 saklamakla

ve talep edildiginde Kuruma sunmakla sorumludur.

Belge gecerlilik siiresi

MADDE 9- (1) “Farmasdétik Uriin Sertifikasy’’ ile “Serbest Satis Sertifikasi’” sunulan
ve onaylanan bilgiler degismedigi slirece Kurum onay tarihinden itibaren iki yil siireyle
gecerlidir.

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

tarih itibariyle gecerli olan mevcut durumu gosterir.



Yirirlik

MADDE 10- Bu Kilavuz Kurum Bagkani onay1 ile yayinlandig tarihte yiiriirliige girer.

Yiiriitme
MADDE 11- (1) Bu Kilavuz hiikiimlerini Tiirkiye ila¢ ve T1ibbi Cihaz Kurumu Baskani

yiiriitiir.

EK-1 “Farmasétik Uriin Sertifikasi” belge drnegi.

EK-2 “Serbest Satis Sertifikasi” Ingilizce hazirlanmis belge drnegi.

EK-3 “Serbest Satis Sertifikasi” Tirk¢e hazirlanmis belge 6rnegi.

EK-4 “Farmasotik Uriin Ruhsat Durumu Beyani” belge 6rnegi.

EK-5 Uriiniin iilkemizdeki ruhsata esas ismi ve ihrac edilecek iilkede kullanilan
isminin yer aldig1 “Farmasétik Uriin Sertifikasi” belge 6rnegi.

EK-6 Uriiniin iilkemizdeki ruhsata esas ismi ve ihrag edilecek isminin yer aldi§1
Ingilizce hazirlanmis “Serbest Satis Sertifikast” belge drnegi.

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

EK-8 Ulkemizde ruhsatl bir iiriiniin ismi ile yapilan ihracat bagvurulari i¢in

formiilasyon taahhiitnamesi 6rnegi.



EK-1

REPUBLIC OF TURKIYE
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 overleaf)

Certificate No : Ligae Date:
Exporting Country : TURKIYE
Importing Country :
L Name and dosage form of product : 2B.1. Applicant for certificate {name and address)
11 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)
For complete qualitative composition including excipients,
see attachad ¢ 2B.2.1.  For categories b and c the name and address of the
manufacturer producing the dosage form are :*
1.2, [s this product licensed to be placed on the market for use ~ 2B.3. Why is marketing authorization lacking ?
in the exporting country?* yes/no (key in as appropriate) : Not required/not requested/under
consideration/refused (key in as appropriate)
1.3, Is this product actually on the market in the exporting 2B4. Remarks :©
country ? Yes/no/unknown (key in as appropriate): ——e -—
If the answer to 1.2. is yes, continue with section 2A and
omit section 2B. 3 Does the certifying authority arrange fi jodi
: 8 “ 2 3 ge for periodic
[f_thean;wertc:l.z.lsno,omltsemonuandmnnnue inspection of the manufacturing plant in which the
with section 2B. dosage form is produced ? yes/no/not applicable+ (key
in as appropriate) :
If no ornot 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:# a/b/c (key inappropriate  3.3. Do the faciliies and operations conform to GMP as
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 71¢ yes/no (key in as appropnate):
2A4, Is Summary Basis of Approval appended 7'¢ yes/no (key If no, explain
in @s appropriate):
2A5. [s the attached, officially approved product information
complete and consonant with the licence?!! yes/no/not
provided (key in as appropriate):
2A6.  Applicant for certificate, if different from licence holder Name of authorized person

(name and address) ;%% —-—ememeemeemeee

This certificate is valid for 2 years from the date of issue unless submitted and approved information does not change.

Address: Sogutdzii Mahallesi 2176, Sok No:5 06520 Cankaya/ANKARA

P.+903122183000



General instructions
Please refer to the guidelines for full insouctions 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 accommedate 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 exportng country. [t 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 ([NNs) 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 amy restriction applied to the sale, distribution or adminisraton of the product that is specified
in the product licence.
Sections 24 and 2B are mutally exclusive.
Indicate, when applicable, if the licence is provisional, orthe product has not yet been approved.
Specify whether the person responsible for placing the product on the markst:

(a) manufactures the dosage form:

(b} packages and,/or labels a desage form manufactured by an independent company; or

() isinvelved in none of the above.
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 informatdon concerning the siteof produetion is part of the product Heence. If the production site is changed, the licence
has to be updated or it is ne longer 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 Summary Product
Characteristics (SPC)
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.
Please indicate the reason that the applicant has provided for not requesting registration.

(a) the producthas been developed exclusively for the treatment of conditions — particularhy 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;
() the product has been reformulated to exclude excipients not approved for use in pharmaeeutical products in the country
of import;

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

(e) any other reason, please specify.
Mot applicable means the manufacture is taking place in & 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 manufacture and guality 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
Mo, 823, 1992, Annex 1. Recommendatons specifically applicable to biological products have been formmulated by the WHO Expert
Committee on Biological Standardization (WHO Technical Report Series, No. B22, 1992, Annex 1),
This section 5 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 exercized over each of these parties.



EK-2

REPUBLIC OF TURKIYE
MINISTRY OF HEALTH
TURKISH MEDICINES AND MEDICAL DEVICES AGENCY

CERTIFICATE OF FREE SALE

Certificate No : Date:
Exporting Country: TURKIYE
Importing Country:

We hereby certify that the below mentioned product produced by

has been authorized to be placed on the market for use in Tiirkive and is subject to our supervision as stipulated in

Turkish Laws.
Marketing authorization holder {(name and address) :
Product Name :

Registration date and no
Active ingredient{s) and amount(s) perunic 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 for 2 years from the date of issue unless submitted and approved information does not change.

10



EK-3

i 7 &
SAGLIK BAKANLIGI
TURKIYE ILAC VE TIBBI CIHAZ KURUMU

SERBEST SATIS SERTIFIKASI

Sertifika No: Tarih:
Diizenlenme nedeni:

Asagida belirtilen uriin,

tarafindan uretilmekze olup, Tiirkiye'de pazara verilmek iizere yetkilendirilmis ve Tiirkive yasalarina uygun olarak

denetimimize tabi tutulmustur.

Ruhsat sahibi :
Uriin ad: :
Rubhsat tarih ve no y

Etkin madde(ler) ve mikear: (lary) (Birim doz igin)s

Ayrica, tiretim yerinin belirli araliklaria denetime tabi tutuldugunu ve areticinin mengse ulke ya da ihrag
edilecek olan iilkede sanis: ya da dagitum yapmak iizere Diinya Saghk Orgiidi tarafindan onerilen giincel fyi Imalat
Uygulamalan gerekliliklerine uygun oldugunu onaylariz.

Yetkili kisinin ismi

Diizenlenme tarihinden itibaren 2 yil gegerlidir.

Sogutdzii Mahallesi 2176. sokak No: 5 Cankaya / ANKARA
Telefon : 0 312 218 30 00

11



EK-4

REPUBLIC OF TURKIYE
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:

Exporting Country: TURKIYE

Importing Country:

Applicant (name/address):

Date:

Name of product

Dosage form

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

Product-licence no.
and date of issue?

10

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.

This statement only indicates the current situation as of the date on which the document was issued.

Name of authorized person

Address: S6giitéza Mahallesi 2176. Sok No:5 06520 Cankaya/ANKARA
P.+903122183000

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.

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

Explanatory notes

% 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.

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

13



EK-5

REPUBLIC OF TURKIYE
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 overleaf)

11

2A3.1.

Active ingredient(s)? and amount(s) per unitdose ¥ :

For complete qualitative composition inciuding exeipients,
see attached*

[s 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 24 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) -

Status of product-licence holder:¥ a/b/c (key in appropriate
category as defined in note 8)

For categories b and c the name and address of the
manufacturer producing the dosage form are :*

(Key in appropriate category as defined in note 8)

[s Summary Basis of Approval appended 7' yes/no (key
in as appropriate):

Is the attached, officially approved product information
complete and consonant with the licence?!’ yes/no/not
provided (key in as appropriate):

Applicant for certificate, if different from licence holder
(name and address) ::2

Date:

2B.L

2B.2.

2B.2.1.

2B4

3.

3L

3.2.

3.3.

Applicant for certificate (name and address) :

Status of applicant : a/b/c (key in appropriate category

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 applicable4 (key
in @s approprate) :

If 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 applicable4 (key in as appropriate) :

Does the information submitted by the applicant satisfy
the certifying authority on all aspects of the manufacture
of the product 71¢ yes/no (key in as appropniatz):

If no, explain:

Name of authorized person

Address: Sogutdzi Mahallesi 2176, Sok No:5 06520 Cankaya /ANKARA

P.+903122183000
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EK-6

REPUBLIC OF TURKIYE
MINISTRY OF HEALTH
TURKISH MEDICINES AND MEDICAL DEVICES AGENCY

CERTIFICATE OF FREE SALE

Certificate No : Date:

Exporting Country: TURKIYE
Importing Country:

We hereby certify that the below mentioned product produced by

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

Marketing authorization holder (name and address) :
Product Name £
Registration date and no Local name:

Exporting name:

Active ingredient(s) and amount(s) per unit doses

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 for 2 years from the date of issue unless submitted and approved information does not change.

Address: Sogutozu Mahallesi 2176, Sok No:S 06520 Cankaya /ANKARA/TURKEY
P.+903122183000
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EK-7

imal/ithal ruhsatina sahip oldugumuz A’ isimli tiriiniimiiz

TAAHHUTNAME

’a "B’ ismi ile

ihrag edilecektir. "B’ isimli ihrag edilecek triintin tilkemizde ruhsatli tirtin ile Griin ismi diginda
birebir ayn1 oldugunu ve tlkemizde ’B’’ markast ile ruhsatli herhangi bir tirtin bulunmadigini

taahhiit ederiz.
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EK-8

TAAHHUTNAME

ImalTthal rohsatina sahip oldoguomz ©°A™ isimli Grinimiz ._.._......."a "B ismiile

ibrag edilecekdir. ©°

taahhiit ederiz.

B

isimli Grintmiizin formilasyonunun A e birebir aym cldugon
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