JonaTtoxk 2

1o Tlopsiaky ceprudikariii SKOCTI
JKapChKUX 3ac001B U1 MIXKHAPOIHOT
TOPTIBJII TA MiATBEPHKCHHS JJIsI aKTUBHUX
(dapMaleBTUYHUX IHTPEIEHTIB,

110 EKCIIOPTYIOThCS

(myHKT 6 po3ainy I)

Branx Jlepocnikcnysicou

3AABA
NPo JineH3iHHM cTaTyC Jikapcbhbkoro(-ux) 3aco0y(-iB):

Ne 3asiBM npo JineHsiiiHuM cTatyc:

Kpaina-exkcnoprep:

Kpaina-imnoprep:

L5 3as1Ba JTUIIIE CBIAYMTH, IO 3a3HAYEHI JIIKAPCHKI 3acO0M 3apeecTpoBaHi B YKpaiHi.

3asiBHUK (HaliMeHYBaHHSI/MicLle3HAXO0/IKeHHS1):

Hasga nikapcbkoro 3aco0y Jlikapcrka Gopma AKTHUBHI iHrpeieHTH? Ta 1X Howmep i nata Bunaui
KUTBKICTh Ha CTaHAAPTHY peecTpaniiHoro
03y MOCBITYCHH®

Hepximikcinyx0a 3000B’SI3ye€ThCs HaJgaBaTH Ha TPOXaHHA 3asBHUKA (ab0 BIacHUKA
peecTpaniiiHoro MocBiqYEeHHs) okpeMuil 1 nmoBHUN CepTHdikar JiKapcbkoro 3acody y ¢opmari,
pexomMeHnoBaHOMY BcecBiTHBOI0O opranizamieto oxoponu 3a0poB’s (BOO3) mns koxHOro i3
JIKapChKUX 3aC001B, EpepaxoBaHUX BUIIIE.

Micue3HnaxokeHHst Jlepxmikcinyxou:

[Tocana, Bnacue im's [TPI3BUILIE nocamoBoi ocobu Jlepxiikcmyxou:

Tenedon/dpaxc:
Iionuc:
Jlama, M.I1.:

L]s 3asa6a ionosioac hopmamy, pexomenoosarnomy Bcecsimnvoro opeanizayicto oxoponu 300pos’s
(BOO3).

[pumiTtku:
1. I1s 3astBa mpU3HaYeHA 7SI BAKOPUCTAHHS IMIOPTEPAaMH IIiJT 9ac pO3TIIALY MPOMO3HIIIHN TS yIacTi B
MDKHapOJAHOMY TEHEpi, B bOMY BHITQJKY TaKa 3asBa Ma€ 3alUTYBATHCA K yMOBA y4acTi B TEHAEPI.
3asBa CBIAYUTSH, IO 3a3HAYCHI JIIKApChKi 3aCO0H TO3BOJSAETHCS PO3MIIIYBATH HA PUHKY JUIS
BUKOPHUCTAHHSA B KpaiHi-ekcroprepi. CepTudikar gikapchbkoro 3acol0y y ¢popmarti, peKOMEHI0BAaHOMY
BOO3, 6yae HamaHO 3a 3BEpHEHHSIM 3asiBHHKA 1, SAKIIO BiAPI3HIETHCS, - BIACHUKA PEECTPAIIHHOTO
MOCBITYEHHS JJIs1 KOXKHOTO 13 IIepepaxoBaHuX JIIKapChKHX 3ac00iB.
2. BUKOpHCTOBYBaTH, KOJIM [1€ MOXKJINBO, MDXKHapoiHi HenateHToBaHi Ha3Bu (MHH) a6o HanionanbHi
HeraTeHTOBaHI Ha3BH.
3. SIkwio BizcyTHE peecTpaliifHe MOCBiAYeHHs, HEOOX1THO 3a3HaYNUTH BiANOBIIHY iH(OpMAIIIO «HE
BUMAra€eThCs», «HE 3BEPTAUCS», «Ha PO3IIsi» 00 «BIIIMOBICHOY.



2 [IponoBxxenHs qomarka 2

bnanx Jlepoicnikcnyscou

STATEMENT OF LICENSING STATUS OF PHARMACEUTICAL
PRODUCT(S)™

No. of statement:

This statement remains valid until:

Exporting (certifying) country:

Importing (requesting) country:

This statement indicates only whether or not the following products are licensed to be put on the
market in Ukraine.

Applicant (name/address):

Name of product Dosage form Active ingredient(s)?and [Product-licence No. and date
amount(s) per unit dose: of issue®

State Service of Ukraine on Medicines and Drugs Control (SSUMDC) 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.

Address of the SSUMDC:

Position, name of authorized person:

Telephone / fax numbers:

Signature:
Stamp )and date:

This statement conforms to the format recommended by the World Health Organization.

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. The statement indicates that the listed products are authorized to be placed on the
market for use in the exporting country. A Certificate of a Pharmaceutical Product in the format
recommended by WHO will be provided, at the request of the applicant and, if different, the
product-licence holder, for each of the listed products.

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

3. If no product licence has been granted, enter «not required», «not requested», «under
consideration» or «efused» as appropriate.




