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LIBATOIIHE

Tpe BH K 0e30IMacHOMY
IPUMEHEHHUI0, 00pPAllIECHUIO HA PbIHKE,
[POU3BOACTBY, 00eCIIeYCHHU IO U
KOHTPOJII0 Ka4eCTBa, KOHTPOJIUPYIOIIUM
OpraHam M T.II.



ml‘"cymeCTBeHHLIe TpedoBaHus'" K
BaHUIO 1 usrorosjenuro UMH,
ATH IIPU NPOU3BOJACTBE U

-
[H] MCKHE CTAHAAPTHI 110

DB, CBA3AHHBIX C IPOCKTHUPOBAHUEM,
axkoBko UMH cocraBiasirorcest

eBPC AHAMM 110 CTAHAAPTU3AUM HA OCHOBE
CYyLIECTBCHHb )OBAHUM. DTH CTAHAAPTHI HE HOCAT
NPUHYIMTEJIBHOI0 Xapakrepa u uzgarwrca B OpuuuaiabHoOM
AKypuajie EBponenckoro corwsa B (popMe HAUUOHAIbHBIX
CTAaHAAPTOB C HAEHTUYHBIM COACPKAHUEM.

IIpu3HaeTcs, 4T0 JI1I000€e H3aejaue, H3roToBJI€HHOE B
COOTBETCTBHUH C COIVIACOBAHHBIMH CTAHAAPTAMM, COOTBETCTBYET
CyllleCTBEHHBIM TPE0OBAHHUSIM.



I HECYT OTBETCTBEHHOCThH
I3rOTOBUTEJIN WJIN UX
ABUTEJIN, a TAKKe, 00J1ee

DraHbl, KOTOPbIE ONPEIeIaI0TCS
neHamu EC.

T

- - 5
ITpouenypt COOTBETCTBUS M3ACJIUU U

CyllleCTBEHHbIE TPeOOBaHUs 0a3MPYIOTCHA HA MOAYJIbHOM
noaxoae, n3jaokeHHoM B Pemnennn CoBera 93/465/EEC
mo MmapkupoBke coorBercTBusi EC: Council Decision

93/465/EEC on the CE conformity marking.



T npoueAaypbl

Us, KOTOpPble 3aBUCAT
TUMa MMeroLLnXCs
YyaeB u3nenui

a, B 3TUX npoueaypax
BOBaHbl He3aBUCUMbIe
opraHu , TaK Ha3biBaemble Notified
Bodies, onpepensiemMbie U npoBepsieMble
HauMOHaNbHbIMU BNAaCTAMM.



TBICAYHN

ITA kiacc: cpeTHUH PUCK NECITKU THICSY

I kj1acc: HU3KMN PUCK

COTHH TbICAY



Product approach

class Design Production
| Manufacturer's declaration
A Manufacturer's declaration A T T
® Production quality assurance, or
® Product quality assurance
1B EC type examination ® EC verification. or
® Production quality assurance, or
® Product quality assurance
[ EC type examination o ECvéification. of
® Production quality assurance
Quality approach
Class Design Production
[IA Full quality assurance, without design dossier examination by Notified Body
1B Full quality assurance, without design dossier examination by Notified Body

Full quality assurance, including design dossier examination by Notified Body




EU Dire

o

ve (MDD) — npumensiercst aJist
U aKCeccyapoB KpoMe CpeacTB
LJIAHTAIMM , JTEKAPCTBEHHbIX H
OPraHoB M TKAHEHN YeJ/I0BeKaA.

able Medical Devices Directive (AIMDD)
| | ‘pc& AKTUBHBIX YCTPOWCTB (IPUOOPOB)
U COOTBETCTBYIOIIUX AKCECCYapPOB, NPEIHAZHAYECHHBIX 11
UMILUIAHTAIMU B OPraHU3M 4YeJi0oBeKaA.

= The In Vitro Diagnostics Directive (IVDD) — npumMeHnsieTcs
ISl BCeX MeAMIMHCKUX YCTPOMCTB (MPUOOPOB) U TECT-
CUCTEM, MCIOJIb3yeMbIX BHE OPraHU3MAa NalMeHTa J1JIs
AMATHOCTHUKH MEIUIUHCKOI0 COCTOAHMA (cTaryca)
NMalmueHTa.




EU Direi

ve (IVDD) — mpumensieTcst 11s1
3 (MpuOOPOB) M TeCT-CUCTEM,
A3Ma NANMEeHTA A THATHOCTHKHU
[yca) mamueHTa.

b

ropean Communities L. 331/1

7 -

-

i

~ (Acts whose publication is obligatory)
&
DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL
of 27 October 1998

on in vitro diagnostic medical devices



[ o A Y ‘ [
‘Medical device aNs any instrument, apparatus,

er article, whether used
DN, including the software

p ‘)plication, intended by the

2d for human beings for the

tion, monitoring, treatment or
-ase,
itoring, treatment, alleviation or

atl )r an injury or handicap,
- investigation, replacement or modification of the
anatomy or of a physiological process,
- control of conception,
and which does not achieve its principal intended
action in or on the human body by pharmacological,
immunological or metabolic means, but which may be
assisted in its function by such means;



) in vitro diagnostic medical devices

N3nenne MEANIIUHCKOIO HA3HA

Vitro .

KOMOopoe SIBISIETCS peareHToM, IPOU3BOIHBIM pPeareHra,
BIM MATEPHAJIOM, :
DPYAOBAHUEM, .
0 MJIM B KOMOMHAIIMH,
Uk ) €HO M3roTOBUTEJIEM /1JISl UCIO0JIb30BAHMSA
| ﬁpagnm; KPOBHU U TKaHe#, B3ATHIX U3
OpPraHu3Ma 4eJl 1, HCKJIIOYUTEJbHO WU NPEeUuMYIEeCTBEHHO
paau moJIydYeHuss HH(poOpManu:
- Kacawueucs (pu3noJ0ri4ecKoro Ui maroJJoru4eckKoro
COCTOSTHUS, UJIU
- Kacawlencs BPOKICHHBIX AaHOMAJIUU, WU
- onpeaeasoien 0e30MaCHOCTb U COBMECTUMOCTD €
MOTEHIMAJbHBIMHU PelMIIMEeHTAMM, WU
- B L[eJISIX TepaneBTUYECKOr0 MOHUTOPHUHT A.



itro diagnostic medical devices

| bl KpoBH: ABO, pesyc (C, c,

pK 0B BUY-undexuuu (BUY
3 B, CuD.

COBMECTHO C



itro diagnostic medical devices

ell

pPa B KPOBH,
| ICHYXH, TOKCOIIJIa3MO03a,
i a, IMB-undexnun,

COBMECTHO C
nin



be respected

— the various components of the
CE marking must have
substantially the same vertical
dimension, which may not be less
than 5 mm. This minimum
dimension may be waived for
small-scale devices.
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[4eCKHE YCI0BHS:
‘Specifications (CTS),

l* wr
IKCIIYATANMOHHBIX [I0KAa3aTe/ied, KpUTEePUH
BbINYCKA NAPTUH, METOAbI M MATEPHUAJIbI
CpaBHEHHUS.



- N ...
L131/17

16.5.2002 Official Journal of the European Communities

COMMISSION

COMMISSION DECISION
of 7 May 2002
on common technical specifications for in virro-diagnostic medical devices
(notified under document number ((2002) 1344)

(Text with EEA relevance)

(2002/364/EC)
O a—

3. COMMON TECHNICAL SPECIFICATIONS (CTS) FOR PRODUCTS DEFINED IN ANNEX I, LIST A OF DIRECTIVE
98/79EC.

CTS for pedonmame evaluation of reagents and reagent pxoduus for the detection, confirmation and
quantification in human specimens of markers of HIV infection (HIV 1 and 2), HTLV I and II, and

hepattis B, C, D:

3.2 Additional requirements for nucleic acid amplification techniques (NAT)

3.1.



Bbioepkka n3 cyMmmMapHOro crnmcka eBponemckux rapMoHU3NpoBaHHbIX
cTaHgapToB, oTHocsAwmxea K UMH gns in vitro gnarHoCcTukm

European | Standard Titles Publication
Standards | reference oJ
Bodies
EN 12322: In vitro diagnostic medical devices — C 182 of
1999/ Culture media for microbiology — 2002-07-31
A1:2001 Performance criteria for culture media
EN 13612: Performance evaluation of in vitro C 314 of
2002 diagnostic medical devices 2002-12-17
EN 13640: Stability testing of in vitro diagnostic C 314 of
2002 medical devices 2002-12-17
EN 13641: Elimination or reduction of risk of C 314 of
2002 infection related to in vitro diagnostic 2002-12-17

reagents




U.S. Food and Drug Administration

are those reagents,
instruments, systems intended for use in the
diagnosis of disease or other conditions, including a
determination of the state of health, in order to cure,
mitigate, treat, or prevent disease or its sequelae. Such
products are intended for use in the collection,
preparation, and examination of specimens taken from the
human body. These products are as defined in
section 201 (h) of the Federal Food, Drug, and Cosmetic
Act (the act), and may also be

subject to section 351 of the Public Health Service Act.




U.S. Food and Drug Administration

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

With Exemptions

. Without Exemptions g

U.S. Food and Drug Administration



CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

Office of In Vitro Diagnhostic Device
Evaluation and Safety (OIVD)

BKg‘laeT:
ablishment Registration, mo

BHecenue B cnnucoK MmeaunnHckux usaeaunu (Medical Device
Listing, mo @opme FDA 2892), nponaBaeMbIx HA pbIHKE.
IIpou3BoOACTBO MEAUIMUHCKUX M3AeJaui B coorBeTcTBUU ¢ GMP (21
CFR, uacts 820).

*MapKHUpOBKY MEANIUHCKUX U31eJIUUA B COOTBETCTBHUM C
npeanucadiubiM B 21 CFR, yacts 801 uiu 809.

Ilogauy npeanpoaa;kHoro yseaomjaeHus (premarket notification

[510 (K)]).



CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

Office of In Vitro Diagnostic Device
Evaluation and Safety (OIVD)

.

TPOJb U CIIeIMAJLHBLIN

CrnenuajbHbIA KOHTPOJIb MOKET BKJIKYATH
cnenuaJbHbIe TPe0OBaHNSI K MAPKHPOBKE,
00s13aTeJIbHBIE CTAHAAPTHI IKCILIYATAIIMOHHBIX
noxKasareJje M mocJaenpoaa;xHoe Had/aaeHue




U.S. Food and Drug Administration

CENTER FOR BIOLOGICS EVALUATION AND RESEARCH

Kaace 111. O0mmit KoHTPO!
enoﬁpeﬂne/ﬂnu!l:m DBAI

\ U
-

b ' MEAUIIUHCKUE U3/1€eIUs,

Y4acTR Dpe, 00padoTke, aHaU3E,
U3TrO0TOBJICHUYL PUMEHEHUH JTUICH3UPOBAHHOU
KPOBH, KOMIIOHEHTOB KPOBH M KJIETOYHBLIX NPENaparos.
CBER peryaupyer HadopbI 1 nuarnoctuku BUY,
HTLV n mapeHTepajJbHBIX renaruToB.

CBER pa3pa0doraJj nmjiaH AeucTBuil 1Js1 o0ecrnedyeHus
COOTBETCTBHMA MEKAY MOJUTUKOMN U NpPoUeaAypamMu

CBER u CDRH B oTHOIIEHVY MEAUIMHCKUX U3CJIUM.



The Global Harmemisa
on medica

ejieBasi I'[ nng{.ﬂdﬁ
oOpaieHus Me

{ — KJIIOYAKO A

[pecT i e HaJIbHI)IX BJ1aCTeH,
peryJjaupyK oOpalleHne MeINIUHCKHUX
YCTPOMCTB, M IpeIcTaBHTeJIei
COOTBETCTBYIOIIHUX OTPAac/jell MPOMbINIJICHHOCTH
n3 Coequnennbix lllTaroB, Kanaapl,
ABcTpanuu, EBponenckoro coxsa, v AAnoHum.



boJabIIMM IaromM Brnepea B 3T0OM HANIPABJICHUM
CTAJIO NPUHATHE 3aK0OHA «O TeXHUYEeCKOM
peryJupoBaHuN.



BECKUX perjiaMeHTOB U
llepBhie 00s13aTe/ILHbI
NERAHOBJICH CTATYC

I’KHBI OBITH NPONHUCAHBI
De0oOBaHUS K

bI€

Heanb - I3HU H 3/10POBbS 101,
COXPAHHO DCYAAPCTBEHHOI0 ¥ JINYHOT'O

UMYIIECTBA, OXPAHA OKPYKAKIIEH Cpeabl 1
npeaynpexiaeHue 1eMCTBUM, BBOAAIIUX B
3a0J1yKIeHue Ipuodperarese' .



OyayT coep:KaTh
51 K KA4eCTBY NPOAYKIIM U
ullo, CanlluHoB u 1.71.)

N
HOHAJIBHBIM CTaHAApTaM

i | ‘ H‘ cepruukanuen,
fi3aTeIbHON
HATHEM JAEeKJIapPAIUH O

¥

. 00 1]
COOTBeE
)
IHoy10keHHus TEXHUYECKHUX Per’iaMeHTOB U
HANMOHAJBHBIX CTAHAAPTOB A0/IKHBI OBITH
COIVIACOBAHbI (FAPMOHU3UPOBAHDI) C
COOTBETCTBYIOIIIUMM MEKAYHAPOAHBIMHU CTAHIAPTAMM.



-
JUHIMIIBI CTaHdapTU3alluH
SIeTCSl B COOTBETCTBUH C

\ =

A00POBOJILHOIO 1 ‘ CTAHAAPTOB;
0} pa3padoTKe CTAHAAPTOB 3AKOHHBIX

BAHHBIX JINIL;
‘ MesKAyHapo) CTAHJAAPTA KAK OCHOBBI
paspac AJIBHOI0 CTAHAAPTA, 32 MCKJIKYCHUEM

CJIy4YaeB, e pUMeHeHHe MPU3HAHO HEBO3MOKHLIM
BCJIE/ICTBHE HECOOTBETCTBUS TPEOOBAHUM MEKAYHAPOAHBIX
CTAHJAAPTOB KJIMMATHYECKHM U reorpadguyeckumM 0CO0EHHOCTIM
Poccuiickoi Deaepanuu, TeXHUYECKUM U (MJIH)
TEXHOJIOTHYe€CKHM 0COO0EHHOCTSM MJIM 110 HHBIM OCHOBAHUSIM
Jau00 Poccuiickass @eaepanus B COOTBETCTBUM C
YCTAHOBJICHHBIMH NPOLEAYPAMHM BbICTYIIAJIA IPOTUB MPUHATHS
MEKIYHAPOAHOI0 CTAHAAPTA WM OTAEJbHOI0 €ro MmoJIOKeHM;



[MpoeKT HaUMOHaNbLHOrO CTé

opraHusauuvum npoun3Bopn
KayecTBa NeKapCTBEeHHBIX ¢
DOTE ouuauweﬁv
KOHTPOJIO MUKPO3arpA3HE
3apaHuio MuHsppaea Poc
[occTaHaapTa Pocciu

) H0ro CTaHAapTa «Haanexatuas
po iHas npakTuka (GMP)»

Nnoaro b .

Ob6a npoekTa — aAanTUpOBaHHbIM NepeBoa MpaBun

NMPOM3BOACTBA NEKAPCTBEHHbIX cpeacTts EC

(GMP EC)



Ha ocHoOBe 3THX MPOCKTOB B Mé

TeXHUYECKUM KOMUTEIOM

crappaprusamun TK 4584
HAIMOHAILHLIH CTAaHIA
POM3BO/ICTBA '




Medical Technologies and Devices

recent regulations: part of the European ‘New
Approach’

CE Marking ensures product conformance to Essential
Requirements

Assessment, controls and requirements increase in
proportion to potential risk, the highest level requiring
design and clinical evaluation

Notified Bodies are appointed by the governments to
certity the conformity assessment procedures

Pharmaceutical Products

¢ long established EU legislation
¢ regulations based on pre-market approval/licensing

¢ all pharmaceutical products are subject to product
approval

¢ pharmaceuticals are registered centrally by EMEA
(European Medicines Evaluation Agency) and/or the
Member States
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%KTG.

KM TeXHUYEeCKUX
HOHAJBLHBIX CTAHJIAPTOB

IS CKHX H31eJINii Hen3BeCTHBI.



Orioruyeckme npaBuna
1288-03

JIKa MPOM3BOACTBA

HOOMOJIOTHYECKUX
or"'

mions 2003 T.
YHATHHOTO CTaHJapTa 1o
ncTsa MUBIL.

Ecmo omauuua no MUDBII, é600umvim u ne
686OOUMBIM JIIOOAM.






MOKE€T BBOAUTLCS JIIOAAIM HUJIH ’)KUBOTHBIM C
AUATHOCTHYECKUMH LEJIAMHU, a TAKKE 115
BOCCTAHOBJICHNS, KOPPEKTHUPOBKHU UJINM U3MECHCHU A
(pu3noornyecKuX QyHKIUM JTH0AEH WIH )KUBOTHBIX,
TOXKE PACCMATPHUBAECTCH KAK JIEKAPCTBEHHOE
CpeacTBo.



JI

10JI0THYCCKUE

b ocogenno oT

DCACTB.

»

yIIIE( F pBaJin pazubie OCTeo1 u P,

e CeHlyac B COOTBETCTBUM C ACHCTBYIOIIUM
3akoHoAaTeJabCTBOM MUDBII — yacTHBIN
CJIYUaH JIEKAPCTBEHHBIX CPEACTB.




-~ MeaMUuMHCKMe
)bnonornyeckue
apatbl (MUBIN):

» Hm’npoqm.ﬂalﬂmm /|

C S 4 mHGEeKIMOHHBIX U IPYTUX

320 | BERASIIPUTOTOBJICHHDLIE, B
OCHOE ’c I BIPbsi OMOJIOrHYCCKOU M

MU KPOONUNOTEMNECKOiT PUPO/IbIL.




na Cl1 3.3.2.015-94

'PONb MeAULMHCKNX
Orn4ecKux

e4yeHus nx Kavyectea"
10 )m-lan3opa P® ot 12 aBrycra

2 Practice

ylﬂmornquKne npenaparbl

s HIPCAHASHAYCHHDBIC /151

HMMYHOTEPANHH I/IQ

AVICPIHNICCKHUX cocTtossHu. Takummu npenapaTaMn ABJIAIOTCA

BaKUMUHbI, AHATOKCHHBI, 0aKTepuo(paru, yyOHOTHKH,
NMMYHOIJI00YJIUHBI, CHIBOPOTKHU, IMATHOCTHYECKHUE
npenaparsbl, ajJJiepreHbl, MUTATEIbHbIE CPebl.



BRIV WIAVASE B {0 \V 4

PIyeT He u3
KCTA
NEePaTHHOTO
3aKoHa, a
"TOJbKO U3
A | TEKCTA
cpeacrsa. MOA3AKOHHbIX
AKTOB.



DenepabHEBIN 3aKOHNOT 225
«O JIeKkapcTBCHH

- BelecTsa,
IpODHUTIAKTHUKIHA,

JedyeHuss 6oJIeBHM,
BpalleHuss 6epeMeHHOCTH,
IIOJNIyYEeHHEIe M3 KPOB¥M, IIJIaBMEl KPOBM, a
TakKxe OPI'aHOB, TKaHeM dYeJIOBeKa HUIH
XUBOTHOI'O, PACTEeHWuy, MUKPOOPI'aHWU3MORB,
MUHEPAJIOB, MeTolaMy CHHTEeS3a MUK C
IpuMeHeHuEeM O6HUOJOIMYECKUX TEeXHOJOI'VH..



DenepanbHBIN 3aKOHNOT Y

«O 1eKapcTBeHH
(c u3MeHeHusiMHu oT 2 stHBapsi 200008930

JeKAPCTBEHHIM CPe OTHOCSATCA

UBTOTOBJIEHUSA .

JleKapCcmeeHHble cCpeocmea, nPeoHa3HaueHHble 0
UMMYHOJ102UYECKOU NPOPuUIaKMuUKU u
UMMYHOJ102UYECKOU mepanuiu.



OCT 42-510-98

YOMN3BOACTBaA U KOHTPONA

Hbix cpeacts (GMP)

5 cpeBpans 1998 r.)

'BBeneH B 1IEUCTBUE COBM M npuka3oM MuH3apasa PO u
MUK PO

r. N 432/512)

Aexkabps 2001 r.)

L

OM BAaPHMAHTEe HAaIJMCAaH TOJBKO

3 yrnioMuHaHwuss MUBII.

P

Hacmosawuit cmanoapm pacnpocmpansiemcsa Ha 6ce 2Pynnbl
JIeKAPCMmME6E€HHbLX cpedcme, OnpeOBJleHHblx ompaciiéeebim

cmanoapmom ""Cmanoapmol Kauecmaea 1eKapCcmeeHHbIX
cpeocme. Ocnoenwie nonodxcenus’’' N 91500.05.001-00.




pT OCT 91500.05.001.00

DPUIAKMUKU U
nepanuu.

| NMpuno)xxeHue 1
cbapm TepMUHbI U onpeaeneHus

OCHOBHbI€ rpynnbl MeAULMHCKNX MMMYHO6GMONIOrMYecKnx
| JlIeKapCTBEHHbIX CPeACTB

Jluaznocmuueckue umMmyHooOuo102uUEeCKUE
JIeKAPCMEEHHblIE CPEOCMEa - J1eKApPCHEEeHHble CPeoCcmaea,
NPEeOHA3HAYEHHbIE 011 OUACH “MUKU UHPEKYUOHHBIX
3a001e6aHull.



'OCT 91500.05.001.00

AHHbIX cpeacTB. OCHOBHbIE
“ﬂ"

P® ot 1 HOsI6ps 2001 r. N 388)

Hmmynoouonozuueckue nekapcmeenusle cf - J1IeKapCmeeHHble
UMYHOI0ZUYECKOU

o«

a‘nepanu u.

NMpunoxxeHue 2

IPMaKOMnenHbIX cTaTen n hapMakonenHbiX
HbI CTBA KOHKPETHbIX NpeAnpuaTum
- - npousBoauTesien NNeKapCTBEHHbIX

.

-

XI\I. NMMYyHO6MC BCKMe NleKapCTBeHHble cpeacTea (asninieprexbl,
anneprompabl, TOKCUHbI, 6aKkTepnodarm, BaKL4uHblI,
MMMYHOIrNo6ysnunHbl (aHTUTENA), UMMYHOMOAYJIATOPDI,

ANarHocTuyeckue npenaparbl)

JmarHocrnyeckue rnpernaparsl
TecT-cucreMbl UMMYHOGEPMEHTHbBIE U Ha OCHOBE IMOJIMMEPa3HOM LIENMHOMN peakLu
bakTepuosniornyeckme nutatesibHble Cpeabl



| eXHOJIOTHii Bee B

; €HH CTAHOBSITCSI IOXO/KUMH
'Ha C. 1€ IPUOOPHI.

 OTHeceHMe UX K JIeKapcTBaM OyaeT

NPEeNnsiTCTBOBATH UX CKOpPeEHIeMy

BHEIPEHHIO.
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spotted arra‘
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DETECTION

SECONDARY
——" _ ANTIBODY
CONJUGATE
E _E /
":.'"'5/
£ vt CAPTURE
ANTIBODY
Figure 3:
Figura 1: SANDWICH s AT : ~
Rack holding nine Blochips Figure 2: %,Sasllfi]-)\tatlon curve for the CEA
C ay

Sandwich assay principle : _ _
showing eight calibrators.

OAHOBpeMeHHbIe MHOXeCTBeHHbIe
Konn4yecrtBeéHHbIe I/IMMyHO(bepMeHTH bie
dHalnn3bl

XeMmunromMmmHucUueHUuus

Figure 4: 90 6Mo4MnoB B KacceTe






-

In vitro THAarHOCTUKH

g

¢

JIeKAPCTBEHHBIX

U
pPa ATHh B COOTBETCTBUM C
- MEKIYHAPOIXHON MPAKTHKON KaK

MEIUIMHCKUE U3TeJTUS.
JJ1s1 3TOr0 TaKkXKe HYKHO U3MEHUTDH
CHCTEMY perucTpaiumu.



B I'MCKe npoucxomuT am
1 HOPMATUBHOU TOKYMCH

-
I ¢ conpoBoaUTEIbHBIMU

D 1 api pyTy @apMKoMHUTET >
511 UCK > ®apMKOMUTET.

i ¥

P4 3TO i Iegaﬁeqamm DapMKOMHUTETA K
O CII npuHUMAIOTCS, 2 HEKOTOPHIE — BLI3LIBAIOT

auckyccuro mexxay @apmkomureroM M I'MCKom u/vimn
npeanpuaATHEM.



-k

TpeOGoBanusa K aeTajasiMm ol

mocJieHee BpeMsi penyJisipE
BEEEOUSMEOHSNeE 51, B Pe3YJlb

MOKEeT KypCHPOBAThH H0 Map
Dapmkomumem > LHCK =l
> dapmxomumem HEONMINPA3

> D COIIACOBAHMSA
'penue OCII na komuccuun



b (PYHKLUMIO
B OQHN PYKMW.

-

ACeBMYA cneayeT
VYHapOAHO-MPU3HAHHbIN CTaTyC
IHOro opraHa (notified body) no
KOHTPOJ 2CTBa CpeacTB in vitro
AMArHOCTUKN MHMEKLIMOHHBLIX BoNe3HeN, YTo
BMECTe C HOBbIM 3aKOHOAATEILCTBOM
NMO3BOJINT BbIUTU OTEYECTBEHHbBIM CpeACTBaM
in vitro AMarHOCTUKM Ha PbIHOK Pa3BUTbIX
CTpaH.



-

EHTAINS B COOTBETCTBHH C
AapTaMu

POBAHHOM KOMIIBIOTCPHOM

s IOpuanyeckue npeodpasoBaHUs He J0KHbI
OBITH IOBOAOM /IJIS1 OCTAHOBKHM IIPOU3BOACTBA



Npeano

DCTHYECKHUE Mpenaparbl

iBHOI'O IPMMEHECHUS W3 KaTeropuu
IX CPEACTB

xe y perucrpanuu H/l Ha

1arHO KMe npenaparsl

H¢ ro NPUMEHEeHUS

= OcHoB TepueM NMPUHATHA HOBbIX
TeXHUYECKUX PerjiaMeHTOB U HAIIMOHAJbHBIX
CTAHAAPTOB B c(hepe MeIUITUHCKOU
NPOAYKIUM J0JKHA ObITH BO3MOXKHOCTh
MPOIAXKHA 0TEYECTBEHHON MEINIIUHCKOU
NPOAYKIIUM 32 PyOeKoM 0e3 J0NOJTHUTEIbHBIX

Mpoueayp cepruuKaAnum.

-
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