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То Whom lt Мау Сопсеrп

We, St. Jude Medical Сооrdiпаtiоп Сепtеr BV (hеrеiпаftеr rеfеrrеd to as "Abbott'') with its рriпсiраl
place of business at Da Vincilaan 11 Вох t1, 19З5 Zaventem, Belgium, hеrеЬусопfirmthаtthесоmрапу:

SANTE lNTERNATloNAL S.A.,

7 Mihai Bravu boulevard, J.'t flооr, ар,4, District 2,

Bucharest, Romania

is Abbott's Distributor for the territory of Romania and Republic of Mo|dova, as specified iп the
Distribution Agreement dated ], Jапчагу 2023, and as such authorized to imроrt, commercia|ize апd
deliver Struсtчrаl Heart products manufactured Ьу St, Jude Medical (Abbott Medical).

The Distributor is authoгized to obtain апd mаiпtаiп iп effect all песеssаrу registration permits,

licenses and approvals in ассоrdапсе with local applicable laws апd regulations required fоr the
imроrtаtiоп of Products into, and the distribution, sale, rеsаlе, and use of products within the
Теrritоrу of Romania апd Republic of Moldova.

With regards to the Republic of Moldova, this authorization extends to Sante Distributie SRL, MD-
З70]", 70Ь, Stefan cel Маrе Str., Straseni, Republic of Moldova.

Unless revoked еаrliеr iп writing Ьу SJM, this Letter of Authorization shall rеmаiп valid until З]"

DесеmЬеr 2023,

Yours faithfully
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Апеха пr, 2
La Рrосеdчrilе administrative репtrч поtifiсаrеа

dispozitivelor medicale саrе detin mаrсаjчl СЕ

Сёtrе Agen|ia Меdiсаmепtчlчi 9i Dispozitive Medicale

DECLARATIE РЕ PROPRIE RДSPUNDERE

Solicitant: SANTE DISTRIBUTIE S.R.L., cu sediul Strada Stefan cel Маrе, пг.70В,

Stгаsепi, Republica Moldova,

dесlаr ре рrорriе rёsрчпdеrе, сuпоsсёпd рrечеdеrilе аrt. 3521, Codul Репаl al

Republicii Moldova cu рriчirе la falsul iп declaraýii, сё documentele 9i datele fчrпizаtе

репtгч поtifiсагеа dispozitiveloг medicale:

Amplatzer'* ТоrqVче"
Аmрlаtzеr'* ТоrqVче"
Amplatzer" ТоrqVче"
Аmрlаtzег" ТоrqVче"

Exchange System
Exchange System
Exchange System
Exchange System

- 9_EITVOgF45/80
_ 9_EITV12F45/B0
- 9_EITVO6F180/80
- 9_EITVO8F180/80

Sunt autentice 9i corespund rеаlitЁtia.

Numele, ргепчmеlе gi functia
Са!дr/rе/ю Y"C"n d/-LzЦ),
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Апеха пr. 2
La Рrосеdчrilе administrative репtrч поtifiсаrеа

dispozitivelor medicale саrе delin mаrсаjul СЕ

Сёtrе Agen|ia Medicamentului 9i Dispozitive Medicale

DECLARATIE РЕ PROPRIE RДSРU[ЧDЕRЕ

Solicitant: SANTE DISTRIBUTIE S,R,L,, cu sediul Strada Stefan cel Маrе, пr, 70В,

Straseni, Republica Moldova,

dесlаr ре ргорriе rЁsрuпdеrе, cunoscбnd рrечеdеrilе аrt. 3521, Codul Репаl al

Republicii Moldova cu рriчirе la falsul iп declaratii, сё documentele 9i datele furnizate

репtru notificarea dispozitivelor medicale:

AMPLATZER Guidewire - 9-GW-001
AMPLATZER Guidеwirе - 9-GW-002
AMPLATZER Guidewire - 9-GW-O0З
AMPLATZER Guidewire - 9-GW-004

Sunt autentice 9i corespund realitЁtii.

0rл/лр"е"о И,е' ь Йь*"а,;-
Numele, ргепчmеlе gi functia sеmпйtчrа
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Апеха пr, 2
La Ргосеdчrilе administrative репtrч поtifiсаrеа

dispozitivelor medicale саrе dе|iп mаrсаjul СЕ

СЁtrе Agen|ia Medicamentului 9i Dispozitive Medicale

DECLARATIE РЕ PROPRIE RДSРUNDЕRЕ

Solicitant: SANTE DISTRIBUTIE S,R,L., cu sediul Strada Stefan cel Маrе, пг.7ОВ,

Strаsепi, Republica Moldova,

dесlаг ре рrорriе rёsрuпdеrе, сuпоsсбпd рrечеdеrilе аrt. 3521, Codul Репаl al

RepubIicii Moldova cu рriчirе la falsul in dесlаrаtii, сЁ documentele si datele fчгпizаtе

репtru notificarea dispozitiveIor medicale:

AMPLATZER Sizing Ваllооп II - 9-SB-O1B
AMPLATZER Sizing Balloon II - 9-SB-024
AMPLATZER Sizing Balloon II - 9-SВ-OЗ4

Sunt autentice gi corespund reaIitЁtii.

Numele, рrепumеlе gi functia sеmпёturа
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Апеха пr, 2
La Ргосеdчrilе аdmiпistrаtiче репtrч поtifiсагеа

dispozitivelor medicale саrе dеliп mаrсаjul СЕ

Сёtrе Agenlia Medicamentului 9i Dispozitive Medicale

DECLARATIE РЕ PROPBILRДSPUNDERE

Solicitant: SANTE DISTRIBUTIE S.R.L., cu sediul Strаdа Stefan cel Маrе, пr.70В,
Straseni, Republica Moldova,

dесlаr ре ргорriе rЁsрчпdеrе, счпоsсбпd рrечеdеrilе аrt. 3521, Соdчl Репаl al

Republicii Moldova cu рriчirе la falsul iп dесlаrаlii, сё documentele 9i datele fчrпizаtе

репtrч поtifiсагеа dispozitivelor medicale:

АМ РlЛТZЕR" ТгечisiоТМ Iпtrачаsсчlаr Dеliчегу System - 9-ATVO6F45/ бО
AMPLATZERTM Тrечisiо" Iпtгачаsсчlаг Dеliчегу System - 9-АТVO7r45/60
AMPLATZERTM ТгечisiоТМ Iпtrачаsсчlаr Dеliчегу System - 9-АТVO7F45/В0
AMPLATZER" TrevisioTM Iпtrачаsсчlаr Dеliчеrу System - 9-АТVOВr45/60
AMPLATZER'M TrevisioTM Intravascular Delivery System - 9-АТVO8F45/80
AMPLATZER" ТrечisiоТМ Iпtгачаsсч|аr Delivery System - 9-АТVO9F45/В0
АМ PLATZERTM Тгечisiо'* Iпtrачаsсulаr Dеliчеrу System - 9-АТV0 10F45/80
AMPLATZER" Тгечisiо'* Iпtгачаsсчlаr Dеliчеrу System - 9-АТV0l2F45/80
АМ PLATZERTM ТrечisiоТМ Iпtrачаsсчlаг Delivery System * 9-АТVOlЗF45/80

Sunt autentice 9i corespund realitЁtaa.

сOlп,//!rа
Numele, ргепчmеlе gi fчпсtiа sеmпёtчrа
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