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3aKoHOAaTeNbCTBO

FocypapcTBeHHble 3aKYNKU

01.06.2010 BepxosHaa Paga YKpauHbl NpuHANa
3aKoH YKpauHbl «06 ocyLluecTBneHUn
rOCYyAapCTBEHHbIX 3aKYMOK». 3aKOH 3HAYUTENbHO
N3MEHWUN TEPMMUHOIOIMYECKWNIA annapaT, B
YaCTHOCTU, TEPMMUH «TEHAEP» 3aMEHEH Ha TEPMUH
«KOHKYPCHble TOPrM», U NOABUANCH TaKME TEPMUHbI
KaK, reHepasibHbl 3aKa34mK, 3aKynKa Ha NpUHLMUNAaX
KoopauHaumm, Hanbonee IKOHOMUYECKU BbIFOAHOE
npeanoxexHue n Tomy nogobHoe. B cootseTcTBUM C
3aKoHOM, NpoLeaypbl 3aKyNOK 3a rocy4apCTBEHHblE
cpeacTBa He NPOBOAATCA, KOr4a NpegmMeTom
3aKYMKW ABNAIOTCA:

e TOBapbl U yCAYrn, CBA3aHHbIE C pa3paboTKkoi
OV3aMHa, U3roToBJEHUEM 3aLUMNLLLEHHOMN
6ymaru, 6aHKHOT 1 MOHET, UX XPaHEHUEM,
TPaAHCMNOPTMPOBKOMN U yYeToM;

e YC/yru, 3aKynKa KOTOPbIX OCYLLLECTBASAETCA
rocygapcTBeHHbIMU 6aHKamu U 6aHKamu, B
Kanutanmsaumm KOTOpbIX MPUHANO yYacTue
rocyZapcTBO, UCKOUYUTENIBHO ANA
nposeaeHMA MM 6aHKOBCKMX onepaLmi B
COOTBETCTBMM C 3aKOHOM YKpaunHbl 'O
6aHKax 1 baHKOBCKOM geATenbHOCTU";

e TOBapbl, PaboTbl M YCAYIY, 3aKYMKa KOTOPbIX
OCYLLECTB/IAETCA 3aKa3unKamM,
pacnonoXKeHHbIMM 33 Npegenamm YKpauHbl;

e TOBapbl, PaboTbl U yCAyrK, 3aKynKa KOTOPbIX
COCTaB/AET roCyAapCTBEHHYIO TallHy B
COOTBETCTBMM C 3aKOHOM YKpaunHbl 'O
rocygapcTBeHHOM TalHe";

e yCAyru, Heobxoaumble AN OCYLLECTBAEHUA
rocy4apCTBEHHbIX 3aMMCTBOBaHWNA,
ob6cnyKMBaHUA 1 NorawieHus
rocy4apcTBEHHOro A0ra.

3aKoH 3aKpenaAaeT npuHumn He AUCKpMmMHauunm
Y4aCTHMUKOB, COrn1aCHO KOTOpomy, oTe4eCTBEHHbIE U

Legislation

Public procurement

On June 1%, 2010 the Supreme council of Ukraine
adopted the Law of Ukraine “On conducting of
public procurement”. The Law essentially changed
terminology, namely, the term “tender” is
substituted with the term “ competitive bidding”,
and there appeared new terms, such as general
customer, procurement upon conditions of
coordination, the most economically advantageous
proposal, etc. According to this Law, the procedure
of public procurement upon public costs is not
conducted, when the subjects of the procurement
are:

e goods and services, connected with
development of design, manufacturing of
secured paper, banknotes and coins, their
preservation, transportation and
accounting;

e services, procurement of which is provided
by the public banks and banks, with state’s
participation in capitalization, exclusively
for conducting banking operation in
accordance with the Law of Ukraine “On
banks and banking activity”;

e goods, works and services, procurement of
which is conducted by the customers
situated beyond the borders of Ukraine;

e goods, works and services, procurement of
which constitutes a state secret in
accordance with the Law of Ukraine “On
state secret”;

e services, necessary for conduction of
public borrowings, servicing and
redeeming of the state debt.

The Law stipulated the principle of
indiscrimination, according to which national and
foreign participants take part in procedures of
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MHOCTPaHHbIE YY4AaCTHUKMU MPUHMUMALIOT yYacTme B
npoueaypax 3aKyrnoK Ha paBHbIX YC0BUAX.

3aKoHOM ycTaHaB/MBaeTcs abcoNtoTHO HOBbIN
nopsAoK 06:KanoBaHMA NpoLLeaypPbl 3aKYMNKK U
opraH 06:kanoBaHMA — AHTUMOHOMNONbHbI KOMUTET
YKpauHbl. B cOOTBETCTBUM C 3aKOHOM, C LLe/btO
b6ecnpucTpacTtHol U addeKTUBHOM 3aLLMTbl NPaB U
3aKOHHbIX MHTepecoB nu, B coctaBe AMK cospaetcs
NOCTOSAHHO AENCTBYIOLLAA aAMUHUCTPATUBHANA
KONINErns no pacCMOTPEHMIO }Kanob o HapyLleHUN
3aKOHOAaTeNbCTBA B chHepe rocyaapCTBEHHbIX
3aKyMNoK, KOoTopana AencTeyeT B cocTase 3 (Tpex)
roCy4apCTBEHHbIX YNOAHOMOYeHHbIX AMK.
PelweHuns npuHumatoTca Konnermen ot umenn AMK,
odopmnAoTcA B NMCbMeEHHOW dopme n
HaNpaBAATCA He MO3XKe cieayroLero paboyero
OHA nocne Ux NPUHATMA YNONHOMOYEHHbIM
OopraHoMm, cybbeKkTy 06KanoBaHUA U 3aKa3umKy.

Takue pelleHua noanexaT ob6sa3aTenbHOM
ny6anKaLmm B rocy4apcTBeHHOM oduLManbHOM
nevyaTHOM M3LaHMM MO BONPOCAM roCyAapCTBEHHbIX
3aKYMNOK, a TaKKe He No3e caeaytowero paboyero
OHA nocne Ux NpuHATMA obHapoayroTcA Ha Beb-
noptane AMK. PeweHnuna AMKY moryT 6biTb
06’KanoBaHbl B KNEBCKOM OKpPYHKHOM
aaMUHUCTPaTUBHOM cyae. CPOK MCKOBOW AaBHOCTM
coctasnsaeT 30 AHeN co AHA NPUHATUA TaKOTo
pelleHns, KOTOpPoe He MOXKET ObITb NMOHOB/IEHO.

Kpome Toro, usmeHeHusA KOCHYIMCb NopAaKa
obHapogoBaHuAa HGopMaunn, BUAOB NpoLesyp
3aKyMKK1, M HENOCpPeACcTBEHHO Npoueaypb!
KOHKYPCHbIX TOPros.

3awWmTa NepcoHanbHbIX A4aHHbIX

06.06.2010 BepxosHaa Paga YKpauHbl NpuMHANa
3aKoH YKpauHbl «O 3aLmuTe nepcoHasibHbIX
OaHHbIX». 3aKOH pPerynpyeT oTHOLWEHMUS,
CBA3aHHbIE C 3aWMTON NePCOHaNbHbIX AaHHbIX BO
Bpems nx o6paboTKM. 3aKOH OTHOCUT K
nepcoHanbHbIM AaHHbIM 06Y0 MHGOpPMaUUto
oTHocuTeNbHO nua. MNpu aTom 6asoi
NnepcoHanbHbIX AAHHbIX UMEHYETCA COBOKYMHOCTb
YNopAA0YEHHbIX NePCOHA/bHbIX AAHHbIX B
3NEeKTPOHHOMN popme n/nam B popme KapToTeK
NnepcoHanbHbIX AAHHbIX. Y4MUTbIBAA 3TO, K 6a3am
NepcoHanbHbIX JAHHbIX MOXXHO OTHECTM Ntobble
CMCTEMATM3MPOBAHHbIE AAHHbIE OTHOCUTENIbHO
dU3NYECKMX NnL, KOTOpble NpUHALAEXAT
topugmMueckomy anLy, nam pusmndeckomy auuy (npm
YC/IOBMM, YTO OHU UCMONb3YIOTCA HE B INYHbIX
uenax). 3akoH onpeaensaeTt 06a3aTesIbHOCTb
nosy4yeHua cornacua GpuUsnMYecKkoro nnua Ha

public procurement on equal terms.

The Law establishes absolutely new order for
claiming of the procedure of public procurement
and an authorized body — the Antimonopoly
committee of Ukraine. According to the Law,
aiming at unbiased and effective protection of
rights and legal interests of persons, a new
permanent administrative tribunal on
consideration of claims for violation of legislation
in the sphere of public procurement, consisting of
3 (three) public authorized, is established in the
structure of the AMC. Decisions are adopted by
the tribunal on behalf of the AMC, framed in
written and sent to the Authorized body, the
claimant or the customer no latter the next
working day after its adoption.

Such decisions are subjected to obligatory state
publication in the state official printed source in
the sphere of public procurement, and also
publication on the official web-site of the AMC no
latter than on the next working day after their
adoption. Decisions of the AMC shall be claimed to
the Kyiv regional administrative court. Limitation
of actions for claims constitutes 30 days as of the
day of adoption of such decision, which cannot be
renewed.

Besides, the changes affected the order of
publication of information, types of procedures of
public procurement, and, particularly, the
procedure of competitive bidding.

Protection of personal data

On June 6™, 2010 the Supreme council of Ukraine
adopted the Law of Ukraine “On protection of
personal data”. The Law regulates relations,
connected with protection of personal data during
its processing. The Law defines any information
concerning a person as the personal data.
Meanwhile, personal database is defined as the
combination of structured personal data in
electronic form and/or in form of card-registers of
personal data.

In this regard, to the personal database may be
referred any systemized data concerning physical
persons, belonging to the legal entity, or physical
person (upon condition that they are used without
personal aim). The Law foresees obligatory receipt
of consent from a physical person for processing of
her personal data, and also registration of all
personal databases in the special register. The Law
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06paboTKy NepcoHaibHbIX AaHHbIX OTHOCUTE/IbHO
Hero, a TaK»Ke permcrpaumio scex 6as
NepCoHaNbHbIX AaHHbIX B CeuuanbHOM peecTpe.
3aKOH 3HAYMTENbHO YC/IOXKHAET PaboTy C
nepcoHanbHbIMU AaHHbIMKW nLA, TPebyA
OOMNOJIHATENLHOTO YBEAOMNEHUA (HU3UYECKOTo
i@ OTHOCUTENIbHO AeNCTBMIN, CBA3AHHbIX C
NM3MEHEeHMEM, Nepeaayvyein U UCKIUYEHUEM AAHHbIX,
n Tomy nogobHoe.

B cnyyae nognuncaHua AaHHOro 3akoHa
MpesnageHToMm, oH BCcTynuT B ckay ¢ 01.01.2011 r

MpoekTbl

MpoeKT 3akoHa YKpauHbl «O neKapcTBEeHHbIX
cpeacTBax»

02.06.2010 Ha Beb-canTe MO3 YKpauHbl ans
nNy6AMYHOro 06CYKAEHNA Pa3MELLEH NPOEKT
3aKoHa YKpauHbl «O NeKapCcTBEHHbIX CPeACcTBaX».
MpoeKT 3aKoHa perynmpyeT NPaBoOTHOLIEHUS,
cBf3aHHble ¢ obpalleHnem J1C, a Takxke
YyCTaHaB/AMBAET NOPALOK rOCyAapCTBEHHOMO
KOHTPOA 1 PpapMaKosOrMyecKkoro Hag3opa, Npasa,
N 0653aHHOCTM GU3NYECKUX U LOPUSNYECKUX NNLL,
NOJIHOMOYMA OPraHOB UCNOJIHUTENbHOM BNACTU B
cdepe obpalleHma. 3aKOHOMNPOEKTOM NpeasaraeTcs
pacWmMpuTb TEPMUHONOTMYECKIMIA annapar,
3aKpenunB Ha YPOBHE 3aKOHA onpeaeneHmne Takmx
TEPMUHOB, KaK ANUCTPUOBLIOTOP», KreHepUYecKoe
NIC», «opurMHanbHoe (MHHOBaUMOHHOE) J1IC»,
«napadapmaLeBTUYECKAA NPOAYKLUAY,
«MNOC/NepeecTPaLMOHHbIN NPUCMOTPY,
«penmbypcaumay, «bopmynapHaa cuctema,
«dapmaueBTHUYECKAA ycyra», «papmaLeBTUYECKas
NoMOLLb», «papMaueBTUIECKOE 0BCAYKUBAHMEN U
TOMy Nnogo6Hoe. MNpoeKT bonee aeTanbHO
peryampyet npouecc cosgaHuns (paspaboTtku),
NpPOM3BOACTBA, FOCYAAPCTBEHHOIO KOHTPOASA, BBO3a
B YKpauHy 1 BbIBO3a C YKpPauHbl NeKapCTBEHHbIX
cpeacTs. MNpoeKT AONONHEH HOBbIM pa3aeslom
OTHOCUTENbHO PapMaLLEBTUUECKOM MPAKTUKM,
KOTOPbIM peryampyet BONpocC TOProsaun
JIeKapCTBEHHbIMM CPeacTBaMM, MOPALOK
obecneyeHunna HaceneHus J1C B ciyyae CTUXUMIAHOTO
6eacTeus, Katactpod, aNNAEMUYECKMX
3abos1eBaHM, a TaKKe NOPAAOK YyTUAM3ALMMU
JIeKapCTBEHHbIX CPeACTB.

MpoekT 3aKoHa YKpauHbl «06
obuwerocypapcTBeHHOM cUCTEeMe NpeaocTaBaeHUs
3KCTPEHHOI MegULMUHCKON NoMoLU»

02.06.2010 Ha Beb-cante MO3 YKpauHbl gis

essentially complicates work with personal data,
requiring additional notification of a physical
person concerning actions, connected with
change, transfer and elimination of data.

In case of its signing by the President, the Law shall
enter into force from January 01%, 2011.

Drafts

Draft Law of Ukraine “On pharmaceutical
products”

On June 02™ 2010, the draft Law of Ukraine «0n
pharmaceutical products” was posted on the
official web-site of the MOH of Ukraine for public
hearings. The Draft Law regulated relations,
connected with turnover (operation) of
pharmaceutical products, and also foresees the
order of public control and pharmacological
supervision, rights and obligations of physical
persons and legal entities, competence of bodies
of executive power in the sphere of turnover
(operation). The Draft Law proposes to extend
terminology, envisage on the legislative level such
terms as the “distributor”, “generic
pharmaceutical product”, “original (innovative)
pharmaceutical

pharmaceutical product”, “

production”, “post-marketing surveillance”,
“reimbursation”, “formular system”,
“pharmaceutical service”, “pharmaceutical
assistance”, “pharmaceutical maintenance’, etc.
The Draft Law regulates the process of creation
(elaboration), manufacturing, state control,
importation to Ukraine and exportation from
Ukraine of the pharmaceutical products in more
details. The Draft Law is enlarged with a new
section concerning pharmaceutical practice, which
regulates question of trade of the pharmaceutical
products, order of providing the population with
the pharmaceutical products in case of natural
disasters, catastrophes, epidemic diseases, and the

order of utilization of the pharmaceutical products.

Draft Law of Ukraine “On national system of
emergency medical treatment provision”

On June 02", 2010, the draft Law of Ukraine “On
national system of emergency medical treatment
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ny6/IMYHOrO 0OCYKAEHUA Pa3MELLLEH NPOEKT
3akoHa «06 obuierocyaapcTBeHHOMN cucteme
npeaocTaB/IeHNs SKCTPEHHON MeANLIMHCKON
nomoLln». poekKT peryampyert npasosble
OTHOLWEHMA B chepe opraHM3aunm NPesocTaBaeHUs
3KCTPEHHOM MeANLMHCKON MOMOLLM,
perfnameHTUpyeT NpaBa M 0683aHHOCTH
OOJ/IKHOCTHbBIX UL, MEeANUMHCKUX PabOTHUKOB,
rpaxgaH YKpauHbl, MHOCTPAHHbIX Fpa*kaaHam v any,
6e3 rpaxgaHcTBa, KOTopble HAaXo04ATCA Ha
Tepputopumn YKpauHbl U obpallatoTcs 3a
Nosly4yeHMEeM 3KCTPEHHOM MEANLIMHCKON NOMOLLM.

CornacHo lMpoekTy obuierocyaapcTBeHHasa cuctema
npeaocTaB/ieHNs SKCTPEHHON MeANLIMHCKON
NMOMOLLM - COCTaBHAA YaCTb OTPAC/IN OXPaHbl
34paBOOXpaHeHUA YKpanHbl, KOTopas
obecneymBaeT CPOYHblE OPraHN3aLNOHHbIE,
[AMarHoCTUYECKME U NIeYebHble MeponpuaTus,
HanpaB/ieHHble Ha NpeaoCTaBAeHNE MeANLMHCKOM
nomoLm 601bHbIM M NOCTPALABLUMM, KOTOPble
HaxoaAaTca B 6e30TnarateslbHbIX COCTOAHMAX Ha
[0rocnMTanbHOM U paHHEM roCnMTasibHOM 3Tanax,
Ha BCEN TeppUTOPUMN roCyaapcTBa 3a
€4MHCTBEHHbIMW NpaBUaaMn, 06 beMOM U
HOPMaTMBaMM, KaK B NOBCEAHEBHbIX YCNOBUAX, TaK
W NPU YCNOBUM Ype3Bbl4aiHOM CUTyaUMn n
COBMELLLAET B CBOEM COCTaBe C/y»Kbbl: CKOPOW
MeaULMHCKOM nomMmoLm; FfocyaapcTBEHHOM CNyKObI
MeanUMHbI KaTacTpod M OTAENEHMA HEOT/IOXKHOM
MeaNUMHCKOM NOMOLLM MHOTONPOPUAbHbIX
60/1bHUL,

MpoeKTt 3aKkoH YKpauHbl «O 3aBeaeHUAX
34paBOOXpPaHEeHUA»

02.06.2010 Ha Beb-canTe MO3 YKpauHbl ans
nNy6AMYHOro 06CYKAEHNA Pa3MELLEH NPOEKT
3akoHa «O 3aBeeHUAX 34paBOOXPAHEHUAY. [poeKT
onpeaenseT ocobeHHOCTM NPaBOBOro CTaTyca,
nopsaaKa Co3gaHuA U AeATeNbHOCTM 3aBeeHN i
3/1paBOOXPaAHEHMA, YCTaHaBAMBaeT TpeboBaHMA
OTHOCUTENbHO AEeATENIbHOCTU NpeanpUHUMaTeNe -
dusmnyeckmx nuu, B chepe 3a4paBooxpaHeHUs. B
yacTHocTu, MNpoeKT onpegenaet ocobeHHOCTH
OEeATeNbHOCTU 3aBeAeHUIN 34paBOOXPAHEHNA
cneayowmx Gopm: 6IOAXKETHbIX yUpEKAEHNN,
roCyAapCTBEHHbIX YHUTAPHbIX NPeanpUsaTUii,
KOMMYHa/IbHbIX HEKOMMEPYECKUX (HENPUBbLINBHBIX)
npeanpuaTuMii, YHUBEPCUTETCKUX BONbHUL,
XO3ANCTBEHHbIX OOLLECTB, M YaCTHbIX NPeAnPUATUN,
a TaK¥Xe onpeaenner 0CO6eHHOCTUN AeATeNbHOCTU
dU3nYEeCKMX UL, NpeanpuHUMaTenei B aTon chepe.
Kpome TOro, MpoeKT perynmpyeT AeATesbHOCTb
3aBefeHu1I 34paBOOXPaHEHUA 3a LOroBOpPamm O

provision” was posted on the official web-site of
the MOH of Ukraine for public hearings. The Draft
Law regulates legal relations in the sphere of
organization of emergency medical treatment
provision, foresees rights and obligations of
company’s officials, medical workers, citizens of
Ukraine, foreign citizens and persons without
citizenship, which are situated on the territory of
Ukraine and request for emergency medical
treatment. According to the Draft Law national
system of emergency medical treatment provision
is a component part of the health protection
sphere of Ukraine, which assures urgent
organizational, diagnostic and treatment
measures, aimed at provision of medical services
to sick or injured persons, staying in emergency
condition on pre-hospital and early hospital stages
all over the territory of Ukraine under unified
rules, extension and normative, either in daily
conditions, or in emergency conditions, and unites
in its structure the following services: emergency
medical treatment, State service of medicinal
catastrophes and department of emergency care
of multi-field hospitals.

Draft Law of Ukraine “On establishments of the
health care”

On June 02™ 2010, the draft Law of Ukraine «0n
establishments of the health care” was posted on
the official web-site of the MOH of Ukraine for
public hearings. The Draft Law foresees
particularities of legal status, order of creation and
activity of establishments of the health care,
stipulates requirements concerning activity of
physical persons-entrepreneurs in the sphere of
the health care. Besides, the Draft Law defines
particularities of activity of establishments of the
health care in the following forms: budget
institution, state unitary enterprise, municipal
noncommercial (unprofitable) enterprise,
university hospital, commercial entity, private
enterprise, and also stipulates particularities of
activity of physical persons-entrepreneurs in this
sphere. Moreover, the Draft Law regulates activity
of the establishments of the health care under
agreements on public procurement of medical
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3aKynKe MeaAnLMHCKUX YCAYT U A0r0BOPamMm O
npeaocTaBAeHUM MEANLMHCKUX YCNYT.

MpoeKT 3aKoH YKpauHbl «OCHOBHbIE NPUHLUNbI
AeAarenbHocTU B chepe 34paBoOOXPaAHEHUA»

02.06.2010 Ha Beb-canTe MO3 YKpauHbl ans
nNy6AMYHOro 06CYKAEHNA Pa3MELLEH NPOEKT
3aKkoHa YKpaunHbl «OCHOBHble MPUHLUNMDI
OeAaTenbHOCTU B chepe 34paBOOXPAHEHUAY.
3aKOHOMNPOEKT onpeaenaeT NpaBoBble,
9KOHOMMUYECKMNE, OPraHN3aLLMOHHbIE U COLMaJIbHbIE
OCHOBbI OXpPaHbl 300Pp0BbA B YKpanHe. MNpoekT
KOHKPETU3MpPYET CoAeprKaHMe NpaBa rpa*kgaH Ha
OXpaHy 34,0p0BbA, onpesenaeT rapaHTMM Npas Ha
OXpaHy 340poBbA . TakxKe [MpoeKTom npeanaraerca
onpenennTb NOJIHOMOYMA OPraHoB
rocyfapcTBEHHOM BAACTU U MECTHOTO
camoynpasfieHuA B chepe 34paBOOXPaAHEHMS.
MpoeKT onpegenser ocO6eHHOCTM NPABOBOTO
CTaTyca 3aBefeHWNI 34paBOOXPaHEHMA,
3aKnaapbliBaeT NPaBOBYIO OCHOBY ANA
CTaHAApPTU3aLMN MeULNHCKOM NOMOLLM,
yCTaHaBAMBaeT NPUHUMNbI GUHAHCMPOBAHMA
3/1paBOOXPAHEHMA, Pa3rpaHMUIMBaAET becnnaTHyo
MeOVLMHCKYO NOMOLLb M NaaTHble ycayru B chepe
3[paBooOXpaHeHuA. Kpome Toro, 3aKoHONpPOEKT
yCTaHaB/IMBAET OCHOBHbIE MPUHLMMbI 0becnevyeHns
3/10POBbIX M 6HE30MNACHbIX YCAOBUM KU3HU U TPYAQ,
OXpaHbl 340p0BbA MaTepu U pebeHKa, onpegenaeT
npaBa W OCHOBbI COLlMAaNIbHOM 3aLLUTDI
MeANLMHCKUX 1 PpapMaLLeBTUUECKUX PAOOTHUKOB.

MpoeKT 3akoHa YKkpauHbl «O meguLMHCKUX
uspenuax».

09.06.2010 Ha Beb-canTe MO3 YKpauHbl ans
ny6AnMYHOro obCyKAeHNA pasmeLLEeH NPOEKT
3aKoHa YKpaunHbl «O MegUUUHCKUX U3LENNAXY.
MpoeKT NpM3BaH yperyampoBaTb NPaBOOTHOLWEHMA,
CBA3aHHbIE C pa3paboTKoM, NPON3BOACTBOM,
BBEAEHMEM B obpalleHune, obpalleHnem,
3KcnayaTaumen, KoHTposiem 6e3onacHoCTH
MeONLMHCKUX U3LeNNi, NepeMeLleHneM 1Ux yepes
TAMOMEHHbIN KOHTPOb YKpauHbl U onpeaenatb
npaBa 1 06583aHHOCTM NpoM3BOAUTENEN UK
YNOJHOMOYEHHbIX NPOM3BOAUTENAMN NNLL, UAN NINL,
OTBETCTBEHHbIX 33 BBEAEHMNE MEANUMHCKUX
nsgennin B obpalleHne uam sKcnayaTaumio B
YKpauHe, a TaKkKe NoJIHOMouYus B chepe
obpalleHna MeanNUMHCKUX U34E/IUA OPraHOoB
rocyapCTBEHHOM BAACTU U AO/INKHOCTHbIX UL,
MpoeKT npegycMmaTprBaeT KnacCcupmKaumio
MeaULMHCKUX U3aenni no Knaccam 6e3onacHocTu.

services and agreements on provision of medical
services.

Draft Law of Ukraine “On main grounds of activity
in the sphere of health care”

On June 02™ 2010, the draft Law of Ukraine «On
main grounds of activity in the sphere of health
care” was posted on the official web-site of the
MOH of Ukraine for public hearings. The Draft Law
foresees legal, economical, organizational and
social grounds of health care in Ukraine. The Draft
Law specifies the content of citizen’s right for
health care, determined guarantees health care
rights. Besides, the Draft Law proposes to
determine competence of the state and local
bodies in the sphere of health care. The Draft Law
determines particularities of legal status of the
establishments of health care, founds legal basis
for standardization of medical aid, establishes
principles of financing of health care, and
distinguishes free medical aid and chargeable
services in the sphere of health care. Moreover,
the Draft Law foresees main grounds for securing
healthy and safety conditions of life and work,
protection of mother’s and child’s health,
determines rights and basis for social protection of
medical and pharmaceutical workers.

Draft Law of Ukraine “On medical products”

On June 09", 2010, the draft Law of Ukraine_«On
medical products” was posted on the official web-
site of the MOH of Ukraine for public hearings. The
Draft Law aims at regulation of legal relations
connected with development, manufacturing,
putting into operation, operation, exploitation,
control over security of medical products, their
transfer throughout customs control (border ?) of
Ukraine, and determine rights and obligations of
the producers and producer’s authorized persons,
and persons, responsible for putting medical
products into operation or exploitation in Ukraine,
and also competence of state bodies and
company’s officials in the sphere of operation of
medical products. The Draft Law foresees
classification of medical products depending on
classes of their safety. Referring a medical product
to the concrete class determines its further
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OTHeceHne MeANLMHCKOro U3aenunsa K
COOTBETCTBYIOLWEMY Kaaccy onpeaenser
nocneaytoume ocobeHHOCTU BBeAEHNA ero B
obpalleHne 1 Ucnoab3oBaHMeE, B YaCTHOCTH,
cornacHo MpoekTy, KAIMHUYECKNE UCMbITAHUA He
NPOBOAATCA OTHOCUTENIbHO: MEeAMULIMHCKMX U3LeNNiA,
OTHeCeHHbIX K | Kn1iaccy NoTeHUManbHOMO pMcKa
NPUMeHeHWA, KOTOpble BO BPEMA CBOErO
NPMMEHEHNA HE UMEIOT KOHTAKTa C TeJIOM
naumMeHTa; U MeauLMHCKUX U3gennin gns
OMarHoCTMKM in vitro. Kpome Toro, MpoeKT
onpegenseT NpaBoBble OCHOBbI BEAEHUA
locypapcTBEHHOTO peecTpa MeaULMHCKUX U3Lennn,
MOHUTOPUHIA MEOULIMHCKUX NHLUMAEHTOB C
MeONLMHCKUMU N3LeINAMM, YCTaHABANBAET
OTBETCTBEHHOCTb 3a HapyLleHWe TpeboBaHuUi
6€30NacHOCTM MeAULMHCKUX U3LeNUNA.

ToBapbl, Ha KOTOpble BblAalTcA AOKYMeHTbl MO3,
Heob6Xxogumble ANA OCYLLECTBAEHUA UX
TaMOXXEHHOI0 KOHTPOA U TAMOXXEHHOTO
odopmneHus.

02.06.2010 Ha Beb-canTe MO3 YKpauHbl ans
nNy6AMYHOro 06CYKAEHNA PA3MELLEH NPOEKT
npukasa MO3 YKkpauHbl «06 onpegeneHnn Kogos
cornacHo YKT3E/ ToBapos, Ha KOTOpble, B
COOTBETCTBMM C 3aKOHOA4ATE/IbCTBOM YKPaWHblI,
BbIAAIOTCA JOKYMEHTbl MuUHUCTepCTBa
3/1paBOOXpPaHEHMA YKpauHbl, HeEobxoaMmble ana
OCYLLECTB/IEHWUA TAMOXXEHHOIO KOHTPOAA U
TaMOKeHHOro opopmaeHnNa ToBapoB». MpoeKT
npuKasa cuctemaTnsnpyet TpeboBaHuA
HOPMATUBHO - MPABOBbIX aKTOB, KOTOPbIe
ONpesenstoT Ha CerogHAWHNI AEHb
HeoHX04MMOCTb M NOPALOK NONYYEHUA AOKYMEHTOB
MWHUCTEPCTBA 340aBOOXPAHEHNSA, HEOHXOAMMbIX
ONA OCYLLLeCTB/IEHNA TaMOXEHHOIO KOHTPO/IA
TOBAPOB M TPAHCMOPTHbIX CPEACTB, KOTOPbIE
nepemMeLLaroTCca Yepes TaMOXKEHHYHO rPaHuLLy
YKpauHbl.

Perucrtpauma npeaenbHbIX ONTOBO-OTNYCKHbIX LeH
Ha /1IeKapCTBEeHHbIe cpeacTtsa U nsaenua
MeaNUUNHCKOro HasHa4yeHuA

03.06.2010 Ha Beb-caiTe locyaapcTBeHHOM
WMHCNEKLMM NO KOHTPOJIIO KayecTBa JIEKAPCTBEHHbIX
cpeacts MO3 YKpauHbl pasmelleH gna
obwecTBeHHOro 06CyKAEHNS NPOEKT
nocraHosneHua KabnuHeta MuHucTpoB YKpanHbl «O
MepPOonNpPUATUAX NO YCOBEPLUEHCTBOBAHUIO
rocyAapCTBEHHOrO perympoBaHus
LeHoobpa3oBaHMA Ha NeKapCTBEHHbIE CpeacTBa U

particularities of putting into operation and usage,
namely, according to the Draft Law, clinical trials
are not conducted concerning: medical products
belonging to | class of potential usage risk, which
during its usage does not contact with patient’s
body; and medical products for diagnostic in vitro.

Besides, the Draft Law establishes legal grounds of
maintenance of the State register of medical
products, monitoring medical incidents with
medical products, foresees liability for violation of
safety requirements for medical products.

Goods, for which in order for their customs
control and customs clearance, the documents of
the MOH are necessary.

On June 02™ 2010, the draft order of the MOH
«0On defining of codes according to UKTZED of
goods, which require documents of the Ministry of
Health of Ukraine for customs control and customs
clearance of such goods» was posted on the
official web-site of the MOH of Ukraine for public
hearings. The draft order systemizes requirements
of regulatory acts, at present defining necessity
and order of obtaining of documents from the
Ministry of Health of Ukraine, necessary for
provision of customs control of goods and
transport facilities, which are transferred through
the customs border of Ukraine.

Registration of limiting wholesale and allocation
prices on the pharmaceutical products and the
products of medical purpose

On June 03", 2010, the draft regulation of the
Cabinet of Ministers of Ukraine «On measures for
improvement of state regulation over price setting
on the pharmaceutical products and products of
medical purpose» was posted on the official web-
site of the State inspection on control of the
quality of pharmaceutical products for public
hearings. The Draft foresees approval of the Order
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n3aenns MeauLMHCKOro HasHayeHusa». MNpoekxT
npeaycmaTpusaeT yTeep>kaeHune Mopaaka
rocyaapcTBeHHOW perucrpaumm npeaenbHbix
OMNTOBO-OTMYCKHbIX LIeH Ha IeKapCTBEHHble
cpeAacTBa U U3aenusa MeauLUMHCKOro HasHaveHus, a
Take MNonoxeHus o NocygapcTBeHHOM peecTpe
LLeH Ha IeKapCTBEHHbIEe CPeacTBa U n3aenus
MeaULUMHCKOro HasHaveHuA. CornacHo lMpoekKTy He
MOTyT NpruobpeTaThbca 3a 6IOAXKETHbIE CpeacTBa
JIeKapcTBEHHbIe CpeacTsa u nsaenus
MeNLUMNHCKOTO HazHayeHua, npeaenbHble onToBo-
OTNYCKHblE LieHbl Ha KoTopble He ByayT
3apernctpuposaHbl. MopsaaoK rocyaapcTBeHHOM
perucrpauun npeaenbHbiX ONTOBO-OTMYCKHbIX LieH
Ha fieKapcTBeHHble cpeacTsa U usgenusa
MeNLMNHCKOTO HazHaYeHua npeaycMaTpuBaeT, uyTo
rocyapCcTBeHHOM perucTpaumm nogneskat
npeaenbHble ONTOBO-OTMNYCKHbIE LieHbl Ha BCe
NeKapcTBeHHble GOopPMbI, A03MPOBaAHUA, MEPBUYHYIO
N NOTPebUTEeNbCKYIO YNaKOBKY, BCex
npoussoauTenei NeKapcTBeHHbIX CpeacTs (AN
JIeKapCTBEHHbIX CPEACTB), Ha BCE TUMbI, BUAbI,
MapKu, NoTpebutenbckme ynakoBkn 1 TOMY
noaobHoe (Ana nsgennini MeaAnLUUHCKOro
Ha3HayeHMA), YTO 3aKynatoTcs 3a 6I0AMKETHbIE
cpeacTBa. Pernctpauus AoNXKHA OCYLLECTBAATLCA
Ha OCHOBaHUW IOKYMEHTOB, NOAAHHbIX
BNageNblLemM PerucTpaLmMoHHOro yaoCcToBepeHus
UAKn cepTudMKaTa 0 rocyAapCTBEHHOM perncrpaumnm
Ha NeKapCcTBEHHOe CPe/CTBO MM CBMAETENbCTBA O
rocyapcTBeHHOMN perucrTpaumm nsaenma
MeNLUMNHCKOTO Ha3HaYeHua, U pe3ynbTaToB
CpaBHeHMA NPeaoCTaB/eHHbIX B TaKUX JOKYMEHTax
AAaHHbIX M AaHHbIX MOHUTOPUHTA LEH.
3aperncTpupoBaHHble LUeHbl noaneskat
nepeperucrTpaumnm B CBA3U C USMEHEHUEM Kypca
Ba/ItOT, CTAaBOK HaNoros 1 cbopoB (06583aTeNnbHbIX
naaTexKel), UeH Ha Cbipbe 1 MaTepuanbl, pasmepa
MWHUMaNbHOM 3apaboTHOM NNaTbl, @ TaKXKe APpYyrux
pacxoA08, CBA3aHHbIX C NPOU3BOACTBOM U
peanusaumnen NeKapcTBeHHbIX CPeACTB U U3aennit
MeAULIMHCKOro Ha3HaYeHus.

MNepeperncrpayma ueH NPONUCXoauUT B TOM XKe
nopAaaKe, 4To U perncTtpauna, Kpome
nepeperncrpaumnn B CBA3N C USMeEHEHUEM KypCa
Ba/1l0OT, KOTOPOE nNnponcxoauT no COKpaIJJ,eHHOﬁ

npoueaype.

Hosoctu AMKY
(Mo nHpopmaumm c Beb-caiita AMKY)

3aKapnarckoe o6nactHoe otgeneHne Komureta
owrTpadosano 000 MNAT «Anbba YKpauHa», 3A0

of state registration of limiting wholesale and
allocation prices on the pharmaceutical products
and the products of medical purpose, and also the
Regulation on the State register of prices for the
pharmaceutical products and the products of
medical purpose. According to the Draft, the
purchase of the pharmaceutical products and the
products of medical purpose for public of costs
without registration of limiting wholesale and
allocation prices is prohibited. The Order of state
registration of limiting wholesale and allocation
prices on the pharmaceutical products and the
products of medical purpose foresees that limiting
wholesale and allocation prices for all
pharmaceutical forms, dozing, original and
consumer package, all producers of the
pharmaceutical products (for the pharmaceutical
products), for all types, modes, marks, consumer
packages etc. (for the products of medical
purpose), which are purchased for public costs, are
subjected for the state registration. Registration
shall be performed on the basis of submitted
documents by the owner of the registration
certificate of the pharmaceutical product or
certificate on state registration of the products of
medical purpose, and results of comparison of
provided in such documents data and information
on price monitoring. Registered prices are
subjected to re-registration in connection with
changing of exchange rate, tax and duty rates
(obligatory payments), prices for raw materials and
materials, amount of minimal salary, and also
other payments, connected with production and
realization of the pharmaceutical products and the
products of medical purpose. Re-registration of
prices is performed in the same order as the
registration, except re-registration upon grounds
of exchange rate changing, which is performed
under abbreviated procedure.

News of the AMCU

(According to information from the official web-
site of the AMCU)

Zakarpatsky regional department of the AMCU
has fined the PAT “Alba Ukraine” LLC, CJSC
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«Meadapkom-ueHTp» u YN «Hawa Anteka» B
uenom Ha 31 TbiC. rpH 32 aHTUKOHKYpPEHTHble
cornacoBaHHble AeiCTBUA, KOTOpbie NPUBENU K
MCKaXKeHMUIo pe3y/IbTaToB TOProB. Kak ycTaHOBM/I0
OTaeneHune, cybbeKTbl X035 MCTBOBAHMUSA
COrNacoBaiv TEHAEPHbIE NPEeA/IOKEHMA BO BpeMS
nposeseHMA 3aKapnaTCKMM 061aCTHbIM
TEPPUTOPUANbHBIM MEAULNHCKUM 0ObegMHEHNEM
«PTU3MATPUA» TOPrOB MO 3aKyMNKe
dapmaueBTnyecknx npenapatos. CybbeKTbl
X03ANCTBOBAHUA NPU3HANW HAPYLLUEHMA U
06A3a11Cb ynaaTUTb WTPad B rocy4apCTBEHHbIN
6roaxer.

JNlyraHckoe o6nactHoe otaeneHme Komuteta
owrTtpadosano YN «Curma» (MeanumnHCcKan
KJMHKUKA) Ha 3,4 TbiIC. ITPH 33 He[06pPOCOBECTHYIO
KOHKYPEHLUIO B BUAE PacnpoCTPaHEeHUs
mHpopmaummu, KoTopas BBOAMUT B 3abayKaeHue.
Kak yctaHosuno OTaeneHune, npeanpuatme
pPacnpoCTpaHWIO HENPABAUBYIO peKkaamy
OTHOCUTENbHO NPOBEAEHMA BCEX BUAOB OMNepauumi,
XOTSA 3TO He OTBEYasI0 AENCTBUTENbHOCTU. Takune
OencTeuns BBenn notpebutenei B 3abayxaeHue.
MpepnpuATMe NPU3HANO0 HapyLweHWe 1 06A3an0Ccb
ynnatuTb Wtpad B rocy4apCcTBEHHbIN bloaKeT.

Kunesckoe obnactHoe otaeneHme Komutera
owrTpadosano 000 «Jloamuna-®apm» n 3A0
«bak mep» B uenom Ha 10 Tbic. rpH 3a
QHTUKOHKYpPEHTHbIE COr/IacoBaHHble AEeACTBUA,
KOTOpble NPUBEIN K UCKAXKEHUIO pe3y/iIbTaToB
Topros. Kak yctaHosuno OTaeneHue, obuiecTea
COrNacoBaiv TeHAEPHbIE NPea/IOKeHMA BO BpeEMA
nposeaeHua bpoBapckol LeHTpanbHOM 6onbHULEN
TOProB NO 3aKynke megnpenapaTos a1
CTaUMOHAPHOTO NeveHnn 60nbHbIX. CyObeKTbI
X03ANCTBOBAHUA NPU3HAAWN HapyLUEHME U
06A3a11Ccb ynnaTUTb WTPad B rocyAapCTBEHHbIN
broaxer.

KuescKoe ropogckoe otgeneHme Komurera
owrTpadosano KN «®apmauma» n KM Kuesckoro
obnactHoro coBeTta «KunescKkasa obnacTtHas anTeKka»
B LLe/IOM Ha 7 TbIC. FPH 33 aHTUKOHKYPEHTHbIE
cornacoBaHHble AeiicTBUA, KOTopble NPUBEN K
MUCKaXKeHUIo pe3yabTaToB TOPros. Kak ycTaHOBU/IO
OTaeneHuve, NnpeanpusaTUA COr1acoBaan TeHAEPHble
npeasioKeHnsa Bo Bpems npoBeaeHnsa Knesckon
ropoACKOMN KAMHNYECKON NCUXOHEBPOIOrMYECKOMN
60nbHULEN N2 1 TOPros Nno 3aKynKe eKapCTBEHHbIX
npenapaTos 1 U34enuii MeanLMHCKOro

“Medpharcom-Center” and PE “Nasha Apteka”
together overall for UAH 31 000 for
anticompetitive agreed actions that resulted in
distortion of tender results. The Department
determined that the subjects of entrepreneurship
agreed upon tender proposals during execution of
Zakarpatsky regional territorial medical union
“Phtysiatriya” of the tender on procurement of the
pharmaceutical products. The subjects of
entrepreneurship admitted the violation and
agreed to pay the fine to the state budget.

Lugansk regional department of the AMCU has
fined the PE “Sigma” (medical clinic) for UAH

3 400 for unfair competition in the form of
distribution of misleading information. The
Department determined that the enterprise had
distributed untruthful advertisement concerning
provision of all types of operations, although it
didn’t correspond to the reality. Such action
resulted in misleading the customers. The
enterprise admitted the violation and agreed to
pay the fine to the state budget.

Kyiv regional department of the AMCU has fined
the “Ludmyla-Pharm” LLC and CJSC “Bak med”
together overall for UAH 10 000 for
anticompetitive agreed actions that resulted in
distortion of tender results. The Department
determined that the subjects of entrepreneurship
agreed upon tender proposals during execution of
Brovary central hospital of the tender on
procurement of the pharmaceutical products for
hospital treatment of patients. The subjects of
entrepreneurship admitted the violation and
agreed to pay the fine to the state budget.

Kyiv regional department of the AMCU has fined
the ME “Pharmaciya” and ME of Kyiv regional
council “Kyivska oblasna apteka” together overall
for UAH 7 000 for anticompetitive agreed actions
that resulted in distortion of tender results. The
Department determined that the subjects of
entrepreneurship agreed upon tender proposals
during execution of Kyiv city clinical psycho-
neurological hospital #1 of the tender on
procurement of the pharmaceutical products and
products of medical purpose. The subjects of
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HasHayeHuA. MpeanpuaTUA NPU3HAAM HapyweHuAa n | entrepreneurship admitted the violation and
0653a11Cb yNAaTUTb WTPad B rocyAapCTBEHHbIN agreed to pay the fine to the state budget.
6roaxer.

Hi#

MoaroToBneHo B napTHepcTae ¢ KOpuandeckoi KomnaHuen «MpaBoBoi ANbsHC»

MPABOBOW AnbsiHC ®
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