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Copy-translation from Belarussian

MINISTRY OF PUBLIC HEALTH
OF THR REPUBLIC OF BELARUS
ul.Myzsaikova,39 Minsk, 220024

Entry ¢ 9 of January 8,1995
CERTIFICATE OF REGISTRATION
B-2-JIC & 1330-95

This certificate has been issued to the "NOWICKY
PHARMACEUTICAL" Co., Austria, to certify that
Ministcy of Public Health has registered a medicine
named UKRAIN in the form of solution for
injections in dosage of 1 mg/ml (5 ml vials).

This certificate is valid for 5 years and under no
circurnstances can serve as a guarantee for said
medicine supply.

Secal of Ministry  Deputy Minister  Signaturc

M This‘ was translatcd by IVAN G, BOURLYKO, a translator of the Gredno State Notary's Office # 1,
) -=--,R':p;1hhc of Belarus. I do hereby certify this to be a truc copy-translation. In testimony whereof I have

_~ hetdunto signed my name. This 28th day of January,1996.
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MIHICTEPCTBO OXOPOHH 300POB’d YKPAIHHU

JEPKABHU ODAPMAKOJOITIYHYN LHEHTP
M. KuiB

PEECTPAIIIHE TIOCBINYEHHSA
HA JITKAPCBHKH Y 3ACIB

Ne UA/9110/01/01

Pimenns Upo depkaBHy #Hepepeccmpauiio  JTKAPCHKOTO  3acoby

3aTBEpIKEHE Haxasom MO3 Yxpainn Bix 11.11.2008 Mo 648

3rizguo 3i ¢1.9 axony Ykpaiau "[po sikapeeki 3aco0u” T4 TIOCTAOBOIO
Kabinery Minictpis Yxpainu six 26.052005 Ne 376 "[Ipo satpepliKers
Hopsiaxy aepasHol peecrpanii (nepepeccrpauii) TiKapesKixX 3acodiB i
po3\npm 300py 3a ix ﬂepx\mm peectpatio (nepepeectpaniio)” NiKapcLKHil

5 mr/3 ma

p

3asgBHuK:

Hosiuxi (I)ap M, Ascmpm‘
Mapeapemenummpacce 7, A-1

Nowicky Pharma, Austria
Margaretenstr.7, A-1040, Vienna, Austr!

Peectpauiiine nocBi{4eRAS Ai€ Ha BC opil ¥ kpaiun zo 11.11.2013

Peectpatiiifue nocpizueHus Byaane 2.
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Ministry of Health of Ukraine

Bureau for Pharmaceuticals Registration

Registration Certificate
# 3641

This certificate is issued to the firm
"Nowicky-Pharma", Austria

ascertaining that in compliance with the regulation set by Ministry of Health of

Ulaaine, the preparation called
UKRAIN

is registered in Ukraine as a therapeutic form
‘'solution for injections 5 ml (5 mg) in ampules N 1

The certificate s not a cormmitment for purchasing this preparation.

The certificate is issued on.. ST "15" October 1998
The cerfificate Is valzd/unﬁzf fov, AL "15" October 2003

&”’; ' P mj/ina’riy M. Serdiuk

i
’1’, {at i
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{Ibersetzung aus dem Georgischen

Auszug aus dem Befehl Nr. 461/0 des Vorgesetzten der Agentur fir staatliche Regulierung der
medizinischen Titigkeit beim Ministerium fiir Arbeit, Gesundheit und Soziales von Georgien
den 22.08.2008 Tiflis
{iber die staatliche Eintragung von Heilmitteln
laut dem Art. 11 des georpgischen Gesetzes tiber . Medikamenten und pharmazeutische Tétigkeit™
befehle ich:
1. fiir die Zeit von 5 Jahren folgende Heilmittel zu registriercn:

I.1. Ukrain, 5 mg/5ml i/v oder i/m Impflésung 5 m| Ampulle Nr. ]
Hersteller: Laboratoires Chaix Et Du Maais (Fankreich)

Subjekt mit Eintragungsrecht: Nowicky Pharma (Osterrcich)
Ausgaberegel: auf Rezept erhiiltlich.

4. Zollamt ist zu informieren.
5. die Kontrolle auf die Informationseinreichung wird dem stellvertretendem Leiter der

Agentur fur staatliche Regulierung der medizinischen Tatigkeit K.Nikolaishvili beauftragt.
6. Berufung gegen den Befehl kann gesetzmiBig eingelegt werden.
7. der Befehl tritt am Tage seiner Unterzeichnung in Kraft.

Leiter der Agentur G.Tvalavadze

Kopie entspricht dem Original gez.
Siepelabdruck Agentur fiir staatliche Regulierung der medizinischen Titigkeit beim Ministerium fiir Arbeit,
Gesundheit und Soziales von Georgien

die Ubersetzung stimmt mit dem Original iiberein

v,

Ubersetzerin ‘- C@/\’/ ? N.Japaridze



Ministry ‘6f Health

of Azerbaijah “Rapublic

Head of Department of

"':Fj"hannacy and Medical Equipment

HaqansHuk rmasHoro ynpagheHus
hapmMayi M MeLULHHCKON TEXHHKY
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TOCVIAPCTRERHEY HAYUHLIA LEHTP BHCNEPTHIL!
SERAPCTB NPY MAHHCTEPCTBE RAPABOOXPANEHIA
PECIVE/MHA TAIDKVIGICTAH

MAPKATH JABTATVA i, STEPTHI 8
BOPYXO FAR HAYIH BASOPATI THAGHHY T
UYMKYPUA TOYRIGICTOH

734026, w. [lywanse, x. Tekpon - 12, Teng: (3772) 21:18-45, Gac (3772) 21-04-98

PETMICTPALIMOHHOE YAOCTOBEPEHUE
Ne doos568

Hacmoniuee: ydoomioagpenus asidano chupme _ o
UHomuuky Gapmp“-Aacrpun

€ MoM, YME.6 COOMNe|NCMall ¢ TOPAGKYM, YCmaHoanaHHbiM Munu-
cmepcmeoM zdpravoxpaHexuns PecrayGiuxku Tadxukucman,
nexapcmeoHitkill npenspam nod HpzeaHUaeM

YKPAUH

& eude NeHAPCMERHHOL QopMEl
. pacTaop s aMnynax no S mn/Smr L

sapeaucmpupoaar.e Fecnybnuke Tadxukucman

{lanr08 yrocToBEpeHKS ASHCTBHTANEHA | TaueHHE § NeT ¥ e ABNAETGH 06R2ATONKCTBOM B 3AKYIKE AAHHOTO WILEMH
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FEDERAL AGENCY FOR HEALTH PROTECTION

APPPROVAL COMMITTEE FOR THE HEALTH CARE
SYSTEM

STEERING COMMITTEE FOR THE APPROVAL OF
PRODUCTS AND THE AUTHORIZATION OF
TRANSACTIONS

SUBCOMMITTEE FOR PHARMACEUTCAL PRODUCTS
AND DRUGS

OFFICE FOR ALLOPATIC DRUGS

PROCESS NO. 04360201505

FILE REFERENCE: S/N

Monterrey Ne. 33, Col. Roma, Deleg. Cuauhtémoc
C.P. 06700 Méxica [.F.

MINISTRY OF

HEALTH
APPROVAL IS HEREBY GRANTED FOR:

REGISTER ENTRY No. 636M2005 SSA

Mexico [.F. 2 FEBRUARY 2005

PERODUCTOS FARMACEUTICOS, S.A. DEC.V.
l.ago Tangaiiica N° 18, Co. Granada

Delyg. Miguel Hidalgo
C.P. 11520 Mexico D.F.

The following authorization is hereby granted on the basis of Paragraph 30. Section XXII, final paragraph,
and Paragraphs 204, 221 Sections | and 1I, 222, 224, 368, 371, and 376 to 378 of the Health Act as well as
Paragraphs 153, 157, 165, 167, 169 {0 178 and 72 to 80 of the Ordinance on Drugs:

With the authorization number: 036M2805 SSA CODE: AEAR 0£4360201505/R2005

DESIGNATION OF THE AUTHORIZED PRODUCT:  UKRAIN
(INJECTION SOLUTION)

PROCDUCED BY: SOLVAY PHARMACVEUTICALS B.V.



FEDERAL AGENCY FOR HEALTH PROTECTION

P APPPROVAL COMMITTEE FOR THE HEALTH CARE
SYSTEM

STEERING COMMITTEE FOR THE APPROVAL OF
PRODUCTS AND THE AUTHORIZATION OF
TRANSACTIONS

SUBCOMMITTEE FOR PHARMACEUTCAL PRODUCTS
AND DRUGS

OFFICE FOR ALLOPATIC DRUGS

PROCESS NO. 04360201505

FILE REFERENCE: S/N

Monterrey No. 33. Col. Roma, Deleg. Cuauhiémoc
C.P. 08700 México D.F.

MINISTRY OF

HEALTH
APPROVAL IS HEREBY GRANTED FOR:

REGISTER ENTRY No. 036M200% SSA

Mexico D.F. 2 FEBRUARY 2005

PERODUCTOS FARMACEUTICOS, S.A. DE C.V.

Lage Tangafica N° 18, Co. Granada
Delg. Miguel Hidalgo
C.P. 11520 Mexico D.F.

The following authorization is hereby granted on the basis of Paragraph 30, Section XXIl. last paragraph,
Paragraphs 204, 221 Sections | and H, 222, 224, 368, 371, and 376 to 378 of the Health Act as well as
Paragraphs 153. 157, 165, 167. 1689 {0 178 and 72 to 80 of the Ordinance on Drugs:

With the authorization number: 03612005 SSA CODE; AEAR 04360201505/R2005

DESIGNATION OF THE AUTHCRIZED PRODUCT:  UKRAIN
(INJECTION SOLUTION)

PRODUCED BY: SOLVAY PHARMACVEUTICALS BV,
WITH REGISTERED OFFICE AT: VEERWEG 12

82121 AA OLST

HOLLAND

Classification of the product in accordance with Paragraph 226, Section IV of the Health Act. The impertation.
exportation. production, preparation, sale and public distribution must be done in accordance with the
authorized requirements. Atiached are the approved labels with the changes to be undertaken. You bear
sole responsibility for fulfilling the conditions imposed by this Agency. Product distribution must comply with
the pertinent regulations and conditions.

Sincerely.

"EFFEKTIVWAHL. KEINE WIHEDERWAHL'

HEAD OF THE COMMITTEE FOR THE AFPPROVAL OF
OF PRODUCTS AND THE AUTHORIZATION OF
TRANSACTIONS

M EN B SONIA ZAMUDIO ALONSO



Therapeutic use: Drug for ireatment of the formation of malignant neoplasms in advanced stages.

Presentation: Public sale: Cardboard packaging with a glass ampoule. labeled "5 mgin 5 mi™.

Expiration date: 24 months after date of proeduction. The year of production is indicated numerically
and the month of production is indicated in letters.
Contraindications. Hyper sensitivity to the ingredients in the formuia, pregnancy. high fever, processes

at SNC-level. children in their formative and growing years. Should not be
administered together with cortisone derivatives or anti-immune drugs.

FORMULA: Each ampoule contains:
Active ingredient
Alkaloid thiophospharic acid derivative

of Chelidonium majus L. 5.00 mg

Additives:

Injection water 5.00 ml

Hydrcchloric acid 1M cbp pH selting at 2.5 -6.5
Sodium hydroxide 4M chp pH setting at 2.5-6.5

THIS AUTHORIZATION OF THE HEALTH AUTHORITY CONSITUTES CERTIFICATION BY THE
GOVERNMENT OF MEXICO REGARDING EFFICACY AND SAFETY. iT 1S REQUIRED BUT NOT
WHOLLY SUFFICIENT FOR ALLOWING THE SALE OF THE PRODUCT DESCRIBED. THE ISSUING OF
THIS AUTHORIZATION HAS NO EFFECT ON REGULATIONS BY OTHER GOVERNMENT
AUTHGRITIES.

* The authorized sheif life of the product must be demonstrated over the entire sheif life with a stability and photo-stability
siudy conducted in accordance with NOM-373-G5A-1993.

SHELF LIFE OF DRUGS.

NOTE: The resuits of the clinical studies conducted in Mexico must be submitted.

C.C.. Roberto Tovar Armendaria — Head of the Office of the Directorate General for Foreign Trade Policy
Porteférico Sur 3025, 11c pzo. co. Héros de 777
10709 México D.F.
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COMISION FEDERAL PARA LA PROTECCION CONTRA RIESGOS SANITARIOS

[COMISION DE AUTORIZACION SANITARIA
DIRECCION EJECUTIVA DE AUTORIZACION
DE PRODUCTOS Y ESTABLECIMIENTOS
SUBDIRECCION EJECUTIVA DE FARMACOS
¥ MEDICAMENTOS.

GERENCIA DE MEDICAMENTOS ALOPATICDS
NUM. DE OFICID 043606201505

EXPEDIENTE: &/N

Monterrey No. 33, Col. Roma, Deleg. Cuauhtemad
C. P. 06700 México, D. F.

it iattids

.

§ SECRETARIA SE OTORGA EL REGISTRO No. 036M2005 SSA
£ DE SALUD saico, 082 () 2 FEB, 31435

. PRODUCTOS FARMACEUTICOS, S.A. DE C.V.

-- Lago Tangafica No. 18, Col. Granada
+" Delog. Miguel Hidalgo
"-CP, 11520 Meéxico, D.F.

- Con fundamento en los Articulos: 3o. fraccidn XXTI, 194 Gltimo péarrafo, 204, 221 fracciones [ v I, 222, 224, 368, 37}, 376 Bis y 378 de Ja Ley
: General de Salud y los articulos 153, 157, 165, 167, del 169 al 178 y del 72 al 80 det Reglamento de Insumos para ja Salud, se otorga ¢l presente

. Registro Sanitario;

£

*.CON EL No. 036M2005 SSA CLAVE IPP: AEAR 04360201505/R2005

&= AL PRODUCTO DENOMINADO;  UKRAIN
- ( F.F. SOLUCION INYECTABLE )

e FABRICADO POR: SOLVAY PHARMACEUTICALS B.V.
- CON DOMICILIO EN: VEERWEG 12
& 8121 AA OLST

HOLANDA.

=> Clasificindolo seguin el Articulo 226 Fraccién IV de la Ley Generai de Salud. Su importacién, exportacién, fabricacin,

P acondicionamiento, venta o suministro al ptblico serdn de acuerdo a las condiciones en que ha sido aprobade. Anexo se envian los marbetes
" autorizados con las modificaciones que deberdn efectuar, quedendo el cumplimiento de las disposiciones de esta Secretaria bajo su absoluta
= responsabilidad. La difusién de su producto serd conforme & las disposiciones regulatorias vigentes.

ATENTAMENTE

SUFRAGIO BFECTIVO. NO REELECCION
LA DIRECTORA EJECUTIVA DE AUTQRJZACION DE
PRODUCTOS Y ESTABLEC!

En ejsrcicio de ia facultad delegada por al Articuio 5.
qué ‘se saefialzn en log drgancs administrativg,
agesto de 2004 en et Dlario Oficial de la F

ANEXOS: 14 0436020150

T U A
dej Acuerdo pbr eFque saddlegan las faculiades
an ol mismo sa indicgA, patiieado con facha 11 de

01/02/2005
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COMISION FEDERAL PARA LA PROTECCION CONTRA RIESGOS SANITARIOS

COMISION DE AUTORIZACION SANITARIA
DIRECCION BJECUTIVA DE AUTORIZACION
DE PRODUCTOS Y ESTABLECIMIENTOS
SUBDIRECCION EJECUTIVA DE FARMACQOS
Y MEDICAMENTOS.

GERENCIA DE MEDICAMENTOS ALOPATICOS
NUM. DEOFICIO 043602015605

EXPEDIENTE: &N
Monterrey No. 33, Cel. Roma, Deleq. Cuauhtémoﬂ‘

C. P, 06700 Méxigo, D, F.

SECRETARIA SE OTORGA EL REGISTRO No, 036M2005 SSA
DE SALUD .
D SALU México, D.F. a Cg FrB. PuE

;. PRODUCTOS FARMACEUTICOS, §.A. DE C.Y,

#en Lago Tangaitica No. 18, Col. Granada

k. Deleg. Miguel Hidalgo

£ C.P. 11520 Miéxico, D.F.

; = Con fundamento en los Articulos: 3o, fraccion XXII, 194 Gltimo parrafo, 204, 221 fracciones Iy I, 222, 224, 368, 371, 376 Bis y 378 de la Ley
. General de Salud y los arc(culos 133 157, 165, 167, del 169 al 178 y del 72 al 80 del Reglamento de Insumos para la Salud, sc otorga ¢} presente
" Registzo Sanitario:

22~ CON EL No, 036M2005 SSA CLAVE IPP: AEAR 04360201505/R2005

: AL PRODUCTO DENOMINADO:  UKRAIN
. ( ¥.F. SOLUCION INYECTAELE )
§ FABRICADO POR: SOLVAY PHARMACEUTICALS B.V.



83~082-65 11:18 iD= P

Indicacion Terapéutica : "Adyuvante en el tratamicnto de neoplasias malignas avanzuadas,”

..Presentacidn: Ventz al piblico: Caja de cartén con uns smpolleta de vidrio ctiquetada con 5 mg en 5 mL

. “Plazo de caducidad: Es de 24 meses, debiendo expresar el afio con némero y el mes con letra.

Conl:ramdxcacxoncs Hipersensibilidad a los componentes de fa férmula, emburazo, fichre clovada, pracesos u nivel SNC, nlilos en ctups de
creclmiento, no se admiaiste con derivados de cortiseny 6 medicamentros inmunodepresores

Cada ampolleta contiene:

- ¢ pLe;o dc alcaloides de Chalidonium majujs L.

¥..Acido ‘tiofosférico 5.00 mg

- Aditivoes:
- "Agua inyectable 5.00 mL

P Acido clorhfdrice 1M cbp ajustar pH a 2.5 - 6.5
Hidréxido de sodio 4M cbp ajustar pH a 2.5 = 6.5

: NECESARIO PERO NO SUF!C‘IENTE PARA SU COMERCIAL(ZACIOi\ SE EXPIDE SIN INTERFERJR CON DISPOS!C[ONE—S RE

" OTRAS DEPENDENCIAS.
"'cheri:z confirmar el plaze de caducidud otorgsdo con cstudlos de estabilidad y fotoestabllidad 3 large plaze conforme & Jo establecido ca In NOM-073-55A1-1993

. Extabilided de Medicamentos,
o NOTA: Presentar los resultxdos de los estudlos clinleos efectuados ca México

. C.t.p. Lic. RobertoTovar Acmendariz- Encargado del Despache de ia Dircectdn Ganecal de Folitis do Comercie Exterior,
* Periférico Sur 3975, 110, plao, col. Hérees de Padlerna
L4 L 10700 Méxlco, LR




FROM :

UNITED ARAB EMIRATES
MINISTRY OF HEALTH

FrX NO. 1B26928175

Fug. B6 2897 B5:85PM P 1
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&)%) 7

PRODUCT REGISTRATION CERTIFICATE

Cenificate #: 4987-6179-1-C2

itis certified that the following product was evaluated by the concemed commitice and approved for registration in the -

. Conventionai Medicines

Ministry of Health

Regisration No,  4987-6179-1 First Reg. Date:| 26-Jun-2006

Expiry Date: | 10-Jul-2012
Product Name UKRA!N

-|Pharmaceutical Form So!utmn for-imectton
Shelf Gife-(months)~ - T LT Storage Condmo& i
48 . Do not store above 25"0 Protect from dwect sun!tght
Paéé S1ze(s) qo P ke Ssze Presentatxon L isy

thiophesphoric acid derivative:

Smil Ampotte Ampou!e . 493’7-61 79-01-01
| Aetivedngredient@y. o L Quantie s ET T
Chelidoniom majus L Alkaloid smg/5ml SOLVAY PH ARMACEUTIC ALS B.V. [Weesp;

NETHERLANDS]

Nomch'pﬁARMA [Vietma: AUST‘R#A; :

B o .’_':.: .. Agent il

S

| Emirates Health Care Store [Abu Dhabi; UAE]

;-[%5? 7

DT TR
54 ,-,.,;'-.;,‘ EREL WL ¥

* i

Drug Contro%Department

lssued on: 15-July-2007

altached: [{}/ Quter label @!n/ner label Ej{sert

T el e



BUNDESMINISTERIUM
FUR ARBEIT, GESUNDHEIT UND SOZIALES

Hermn
Mag. Dr. Karlheinz Deme!

Fax Nr. 5058035

GZ: 21.400/135-VII/AJ4/98 Wien, €. Dezember 1988

Betreff: Zulassungsverfahren betreffend das Produkt Ukrain

Sehr geehrter Herr Doktor |

Bezugnehmend auf thre diesbezligliche Anfrage dirfen wir lhnen bestétigen, dass
das Gber Antrag des Herrn Dipl. Ing. Dr. Nowicki eingeleitete Zulassungsverfabren
flr das Produki Ukrain nach wie vor anhangig ist.

Mit freundlichen Grien

Fir die Bundesministerin
MICHTNER

Fiar die Richtigkeit

@sﬂarﬁgung:
T féf’u@/wf

Ableilung VA, Auskunfi- Kristina Schusier, DW 4637
A-1010 Wicn. Stubenring 1, Tel: +43 1 711 72, Fax: 715 73 12, DVR. CO17001



Australian Government

Department of Heualth and Ageing
Therapeutic Goods Administration

File: 2004/009839

Mrs Aleksandra Harasemcuk
40 Harcourt Avenue
Kealba VIC 3021

Dear Mrs Harasemcuk
Re: NSC-631570 (Ukrain) — Orphan Drug Application

I refer to your letter of 30 April 2004 seeking orphan drug designation for NSC-631570
(Ukrain), for the treatment of pancreatic cancer.

Consideration of your application (Application No. 03-1456-4 ) has been completed.

1 have decided, pursuant to subregulation 16J(2) of the Therapeutic Goods Regulation: 1990
to designate NSC-631570 (Ukrain) as an orphan drug The indication is for the treatment of
pancreatic cancer.

The Therapeutic Goods Administration (TGA) would appreciate advice on when you plan to
submit an application to register the designated medicine. 1t is strongly recommended that
you meet with staff of the TGA prior to submitting such an application, to discuss data
requirements. If the indication in your application to register the medicine diffess from thei in
your application for orphan drug designation, additional data may be required to demcnstrate
that orphan designation still applies.

Yours sincerely

Leonie Hunt
Director
Drug Safety and Evaluation Branch
Delegate of the Secretary

Dated this 8th day of June 2004

Address: PO Box 100 Woden ACT 2606 Website: www.1ga. gov.au
Telephone: 02 6232 8444 Facsimile: 02 6232 §605 ABN 40 939 406 804
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\ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Office of Orphan Products Developraent (F/F-35)
Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20857

Auqust 20, 2003

Bohdan Hugel

US Agent for Now Pharm AG
3250 Glase Road
Danielsville, PA 18038

Re: Designation Request # 03-1693

Dear Mr. Hugel:

Reference is made to your request, submitted on behalf of Now Pharm AG, for orphan-
drug designation dated February 27, 2003, of 5,5',5"-[phosphinothioylidyne-tris(imino-
2, 1-ethanediyl)] tris[5-methylchelidoninium] trihydroxide hexahydrochloride for the
treatment of pancreatic cancer. Reference is also made to our acknowledgement letter

dated April 8, 2003.

Pursuant to section 526 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. §
360bb), your request for orphan drug designation of §,5',5"-[phosphinothioylidyne-
tris(imino-2, 1-ethanediyl}] tris[5-methylchelidoninium)] trihydroxide hexahydrochloride
for the treatment of pancreatic cancer is granted.

Please note that it is the active moiety of the drug and not its formulation that is
designated. Please also note that if the above product receives marketing approval for an
indication broader than what is designated, it may not beg entitled to exclusive marketing
rights under section 527 (21 U.S.C. § 360cc). Therefore, prior to final marketing
approval, we request that you compare the product’s designated orphan indication with
the proposed marketing indication, and submit additional information to amend the
orphan-drug designation if warranted.

Please submit to the Office of Orphan Products Development a brief progress report of
drug development within 14 months after this date and annually thereafter until
marketing approval (see 21 C.F.R. § 316.30). Finally, please notify this Office within 30
days of a marketing application submission for the product’s designated use.



If you need further assistance in the clinical development of your product, please feel free
to contact John J. McCormick, MD, at (301) 827-3666. Please refer to this letter as
official notification and congratulations on obtaining your orphan-drug designation.

Sincerely yours,

}

Marlene E. Haffner, ,
Rear Admiral, United States Public Health Service
Director, Office of Orphan.Products Development



