MIHICTZ—)PCTB\A MUHHUCTEPCTBO
AXOBBI 3IAPOYA 3IPABOOXPAHEHUA
PICITYBJIKI BEJIAPYCH PECIIYBJIMKA BEJIAPYChH
3ATAJ MPUKA3
SPLE AP B
. Minck r. MuHCK

O6 yrBepxaeHnn UHCTpyKIMH O
KOHTPOJIE CTEPUIBHOCTH KaXIo0ii
HapTUH (cepnng) WIHM 4YacTH MapTHH
(cepun) 3aperuCTPUPOBAHHEIX
MeIULUHCKUX 17631 (01217 bi(s)
IOCTYIJICHUsS] UX B peaju3alyio u
BHECEHHH JOMNOIHEHUS B IPHKA3
MunrcTepcTBa  34paBOOXpaHEHMs
PecnyGnuku benapychb oT

25 ¢espans 2011 r. Ne 195

Ha ocHoBanun IlonoxeHns o MuHHCTEPCTBE 3ApaBOOXpAHEHHS
PecryOmuxu benapyce, yTsepxaeHHoro nocranosnennem Coseta MHHHCTPOB
Pecriybnuku benapycs or 28 oxrsabps 2011 r. Ne 1446 «O HekoTOphIX
BOIIpOcaXx MUHHUCTEPCTBA 3ApaBOOXpaHEHHs M Mepax II0 peaaM3alud Ykasa
Ilpesunenta PecnyOmauku bBemapyce ot 11 asrycra 2011 1. Ne 360y,
PEKOMEH/aHii KOMHUCCHH II0 MEIUIIMHCKON TeXHHKe (MpoToKoi oT 24.02.2015
Ne 2), B ¢BAi3M ¢ MOCTYNAMOIIMMH 3aIPOCAMH O LENECOOOPa3HOCTH HPOBEICHHS
KOHTPOJISI CTEPHJIBHOCTH MEIUUUHCKUX U3AETUH, C YYETOM MHOTOYHCIIEHHBIX
(aKkTOB BBIABIEHHS HECOOTBETCTBHN CTEPHIBHBIX MEAMIMHCKUAX H3IENHit
TpeOOBAHUAM TEXHUYECKUX HOPMATHBHHIX IPABOBEIX aKTOB IO ITOKA3aTelIIo
«CTePWIBHOCTBY», @ TaKXe IPUHUMAas BO BHHMaHHE OKa3aHHE HACEJIEHHIO
pecryOIMKH MEeIWIMHCKOH IOMOIIM B OPraHM3allMsaX 34PaBOOXPAHEHHUs Kak
TrOCyIapCTBEHHOM, TaK M HEroCyJapCTBEHHOH (opM COOCTBEHHOCTH,
ITPUKA3BIBAIO:

1. VtBepmuts npuiaraemyro MHCTPYKIHIO O KOHTpOJIE CTEPHIIBHOCTU
KaOKION mapTHW (CEpHH) WM YacTH MapTHH (CEpPHUH) 3aperMCTPHPOBAHHBIX
MEIULUHCKUX U3JEUH 1O UX MOCTYIUICHHUS B peaIH3al[HIo.

2. IluceMo MunucrtepcTBa 3apaBooxpaHeHus: Pecnyonuku Benapycs ot
07.08.2013 Ne 10-27/10-1260 «O KOHTpOJie CTEPHILHOCTH» CUHTATh
YTPaTUBIIKM CHILY.

3. Baectu B nnpuiioxenne 1 K mpukasy MHHUCTEPCTBA 31paBOOXPAHEHUS
Pecniy6mukn benapyce ot 25 despans 2011 r. Ne 195 «O6 yTBepkaeHuu
COCTaBa M IrPyI 3KCIEPTOB KOMUCCHHU 10 MEJUIIUHCKOM TEXHUKE M MPU3HAHUH
YTPaTUBLIMMHU CHUJIy NpPHKa30B MHHHCTEPCTBA 3ApaBooxpaHeHus PecrmyGnuku

—— Bes £ Mocx, 1. Cao6oas1 23-107. 111 M02330/54 or 04092008, 3ar 574, Trp. 2000.
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benapyce or 30 centsa6ps 2008 r. Ne 908 u or 13 urojst 2009 r. Ne 694y
ClIeAyIoLIee AOMOIHEHUE:
«[MamkoBuy —  3aBelyIoNIui SIUAEMHOJOTHYECKUM

B J'IaI[I/IMI/Ip Bna JTUMUAPOBUY OTACIIOM T OcyﬂaECTBeHHO YUYpCXKIOCHUSA
«P CCHY6JII/IKaHCKI/II/I LOCHTp I'MTHCHEI,

SIUJEMHUOJIOTHH 7§ 00IIeCTBEHHOrO
30POBB» ».

4. KOHTponmp 3a WCIHOJHEHHEM HACTOSIIEro IpHKa3a BO3JIOXHTbL Ha
3amecrutenss Munucrpa Jlocunxoro U.I.

Munuctp B.M.Kapko




Ipunoxenue 1

K [IpUKazy

MunncrepcTBa 31paBooxpaHeHus
Pecmy6nuku benapych

£0.03.2015 Ne 735

HHCTP

O KOHTPOJI€ CTEPUIBHOCTH KaXXI0HM NapTUH (CEpUH) WM YaCTH NapTUH
(cepHn) 3apeTHCTPHPOBAHHBIX MEJUIIMHCKUX U3IEITHIA
JI0 IIOCTYIIJIEHHSI UX B peali3aliuio

1. Ilpy Ham¥4YMy PErHCTPalMOHHOTO YOOCTOBEPEHHS, BEIAABAEMOrO II0
pe3ynbTaTaM rocyJapCTBEHHOW PErMCTpaluM (IepeperrcTpalui) IpOBEcHNAE
NPOBEPKU Ka4yeCTBa sIBJISIETCS 00sA3aTeIbHON I KaXKOoi maptuu (Cepuu) MM
YacTH MapTHM  (CepHH) CTePHIBHBIX  MENMUMHCKUX  H3JeNUH Ui
NOATBEPXKIACHUS COOTBETCTBHSI TpPeOOBAHUSM TEXHHYECKHX HOPMATHBHBIX
npaBoBEIX aKTOB Pecmybnmku benapych mo mokasareno «CTEpHIBLHOCTBY,
3asBJICHHBIM IIPH I'OCYJapCTBEHHON perucrpaiuu (epeperucTpanun) (naiee —
IIPOBEPKA Ka4eCTBa), 33 HCKIIOYEHNEM U3JeIHi, YKa3aHHEIX B IIHKTE 4.

2. IlpoBepka KadyecTBa IpPOBOAMTCS IO IOCTYIUICHHS B peaM3alHIO
MEIUIHCKUX U3JIEITHH.

3. IIpoBepka kadecTBa IIPOBOJUTCS B CIEAYIOIMX OpraHU3alUsaX
3IpaBOOXpaHEHHUS:

pecyOarKaHCKas KOHTPOJIbHO-aHATUTHYECKas JJabopaTopus YHUTAPHOIO
npeanpusaTus «L{eHTp sKcnepTu3 U UCTIBITaHUN B 30paBOOXPaHEHUNY;

roCyJJapCTBEHHOE yUpexxJeHune «PecnybnukaHckuit Hay4HO-
NPaKTUYECKUI LIEHTpP SIUAEMUOJIOTUHA ¥ MUKPOOHOJIOTHH Y,

pecriybnukaHckoe YyHUTapHoe mpennpustue «Hay4yHo-mpakTHUecKuin
LIEHTpP FHUTUEHBI»;

rocyapcTBeHHOe YydpexnaeHue «PecrmyOnukaHCKUR UEHTp THTUEHH,
SIUJIEMHOJIOTHH U OOUIECTBEHHOTO 310POBBSY;

roCy/1apCTBEHHOE yupexJaeHue «MHUHCKUH TrOpOJCKOW LIEHTP TMrHEeHBl U
BMUIEMHUOJIOTHIY;

rocyJapcTBeHHOe yupexeHne «Burebckuit 061acTHONW LIEHTp MMTUEHHI,
SMUAEMHOJIOTHH U OOIIECTBEHHOT'O 310POBBS»;

rocyJapcTBeHHOe yupexneHue «I oMenbckuil 00J1acTHOM LIEHTp FMTUEHH!,
AMUJEMHOJIOTHH U O0IECTBEHHOT'O 310POBBS»;

rocyJapcTBeHHoe yupexaeHnue «I'pomHeHCkui 0oOnacTHOM ILEHTp
TUTHEHBL, STHIEMUOJIOTUU U OOLECTBEHHOT O 3[0POBbSIY;

rocyapcTBeHHOe yupexaeHue «MUHCKHiI 00JIaCTHOW LEHTp T'MTHeHBI,
SMUAEMHUOJIOTMH U OOIECTBEHHOTO 340POBBS»;
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YIpeXACHHE 3ApaBoOXpaHeHHs «MoruineBckuit 06JacTHOM LeHTp
TUTMEHB, STIMAEMHOJIOIUH U OOIIECTBEHHOTO 3[0POBbS»;

rOCyapCTBEHHOE ydpexaeHue «bpecTckuit 06aacTHOM LEHTp rUrueHs!,
3MHUJEMHOJIOTHH U OOIECTBEHHOTO 30POBbSI».

4. Ilposepka Ka4ecTBa /I BBICOKOTEXHOJOMMYHBIX CTEPUIBbHBIX
MCIUUMHCKUX  M3JENUH, [OCTaBIAEMBIX II0  3asBKaM  OpraHH3anuii
3ApPaBOOXPAaHEHUS B €AMHUYHBIX JK3E€MILIApAX WIM HEOOJBIIAMH IapTHAMH
(cepusiMM) MMM YacTAMM  mapTuii  (cepuii), u HETIOCPEICTBEHHO
IIPEIHA3HAYCHHBIX [UIS BEINOJHEHUS BBICOKOTEXHOJOIHYHBIX MEIUIIMHCKHX
BMEINATE]LCTB, IEPEYCHb KOTOPBIX yTBEepxkAeH Ykasom IIpesuienta
Pecny6muxu  Bemapyce ot 26 gexabps 2005 roma Ne 619 «O
COBEPLICHCTBOBAHMN MATEPUAIBHOIO CTHMYJIMPOBAHHUS OTIENBHBIX KaTeropuii
Bpaued W MEIUUMHCKHX cecTep» (HanmoHaNBHEIM peecTp NpaBOBBIX aKTOB
PecryOmuxu Benapyce, 2006 r., Ne2, 1/7052.) He npoBoautcs, B ciydae
HaJM4us pasperneHuss MuHuctepcTsa 3apaBooxpaHenus Peciy6imku Benapych
Ha peajM3alliio ¥ NPUMEHEHHEe NapTuM (CepHU) MM YacTH MapTHU (CEpUH)
CTEPUJIBHBIX MEAUIMHCKUX H3Ze/ni 6e3 00s13aTebHOro KOHTPONS KadecTBa
(manee — paspeleHue).

5. Komiuieke MeponpusTHiA 110 OpraHU3aliy U OCYILECTBIEHHUIO paboT o
Boljade  MUHHMCTEpCTBOM  3ApaBooxpaHeHus  PecryGmuku — Bemapycek
paspemieHuss ocymecTBisgeT YII «lleHTp o3KcnepTH3 W WCHOBITaHWH B
3 paBOOXpaHEHUM».

6. MuHuCTEPCTBOM  31paBooxpaHeHHMs PecmyOmmku — Bemapycs
IPeAYCMOTPEH CIIEAYIOIINHA NOPSAIOK BEIIAYH pa3peIlleHuUsl.

6.1. /Iy mosty4eHus1 pa3pelieHUs TOCTaBIIUK CTEPHIBHEIX MEAUIIHHCKHX
H3leMi AO/DKEeH npeAactaBuTh B YII «lleHTp skcmepTH3 W HCHBITaHHA B
3paBOOXPAHEHUN» ITUCBMEHHOE 3asiBJIICHUE U IPUIIOKUTH K HEMY CIIEIYIOIIHE
JOKYMEHTHI B IBYX 3K3EMIULApax:

6.1.1. cepTuduKaTel MPOU3BOAUTEIIS, MOATBEPIKAAIOIINE BHEAPEHHE HA
NPEANPUATHH-U3TOTOBUTENE MEXAYHapOAHBIX CTAaHAAPTOB CTEPHIH3ALHH H
KOHTPOJI €€ Ka4eCTBa, 3aBepEHHBIE U3TOTOBUTETIEM;

6.1.2. JOOKyYMEHTBl H3TOTOBUTEJNS, IOATBEPXKAAIOIIHNE IPOBEACHUE
CTEPHJIN3allMd M KOHTPOJII CTEPHJIBHOCTU IOCTaBJIIEMON MNapTUU (Cepuu)
IPOAYKILINH, 3aBEPEHHBIE N3TOTOBUTENIEM;

6.1.3. KOmMIO pErucTpallMOHHOI'O YAOCTOBEpeHHs MUHHUCTEPCTBA
3apaBooxpaHeHus Pecrybnnku benapych, 3aBepeHHYIO TOCTaBIIUKOM;

6.1.4. xonuo KOroBopa Ha 3aKyNnKy MEAULMHCKUX H3JIETINH, 3aBEPEHHYIO
HOCTaBILIUKOM.

6.2. VII «lleHTp O3KcHepTU3 U HCHOBITAHUH B 3APaBOOXPAHEHUU)
IPOBOAUT aHaJIN3 MpPEACTaBICHHBIX MOCTAaBIIMKOM JOKYMEHTOB U B CPOK IO 5
pabounx AHEH HampaBisieT 3allpoCh:
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JICHY  KOMHMCCHH MO  MEIULMHCKOH TEXHHKE, IpeICTaBUTEIIO
I'V «Pecny6nuKaHCKHN LEHTp THrHEHB, 3MMIEMHONIOIHH H 00IeCTBEHHOTO
3A0POBbA» C MPUIOKECHUEM KONHH 3asBIECHHS MOCTABIUMKA U JOKYMEHTOB,
YKa3aHHBIX B MOANYHKTaX 6.1.1 — 6.1.3 HacTosIIero myHKTa;

[JIaBHOMY BHEIITaTHOMY (LUTaTHOMY) CIeLHaiucTy MUHHCTepeTBa
34paBoOXpaHeHus PeciyOmuku Benapych o npoduimo ¢ npHioKeHrneM KOMHH'
3a4BJICHMSA TIOCTAaBIUMKA M JOKYMEHTOB, YKa3aHHBIX B MOANyHKTe 6.1.4
HACTOSLIETO MyHKTA.

6.3. UileH KOMHCCHH [0 MEIMIMHCKON TEeXHHKE, IIpeACTaBUTEIb
I'V «Pecny6nnKkaHCKuif LIEHTp TUIHEHB, SIMHASMHONOTHE U OOIIECTBEHHOIO
3A0pPOBBSA»  MPOBOAMT OKCIEPTH3Y IOJYYEHHBIX HOKYMEHTOB C IIEJIBIO
Npe/CTaBACHUS I KOMHMCCHUM IO MEIMIMHCKOH TEXHHKE IIpeIBAPUTENHHOMN
HHGOPMALKMK O TOM, IPOBOAIIIMCH JIM IPOM3BOJMTENEM CTEPHIIA3ALKS NAHHOM
MapTHU (CEPHH) WM YacTH NapTHH (CepHH) MEIUIMHCKUX U3AeHi 1 KOHTPOJIb
ee kauectBa. MHpopmauus mpeicTaBisercs B BHAE 3aKMIOYEHHs, KOTOPOE
HanpaBsiercss B YII «LleHTp 3KCTepTH3 M UCHBITAHUH B 3PaBOOXPAHEHHUM» B
cpok He 6onee 10 pabounx gHei.

6.4. I'nmaBHpI BHeINTaTHBIA (IUTATHBIM) choeuuanucT MHUHMCTEpCTBA
3paBooXpaHeHus Pecry6nvku benapyck npoBOAUT 3KCHepTH3y MOMy4EHHBIX
JOKYMEHTOB M B CpoK He Oonee 10 paboumx aHeH BbaeT 3aKiIOueHHe 06
OTHECEHUHU (HEOTHECEHUH) MEIULUUHCKHX H3JENHM K BBICOKOTEXHOJOTWYHBIM
CTePHJIbHBIM MEIMLMHCKMM H3AEIIUAM, HEMOCPEICTBEHHO IpeaHasHauYeHHBIM
JUISL  BBINOJIHEHHUSI BBICOKOTEXHOJIOTMYHBIX MEIHWIIMHCKMX BMENIATEJILCTB,
nepeYeHb KOTOPEIX yTBepKIeH Yka3oM IIpesunenrta PecnyGnmku benapychs ot
26 nekabps 2005 roma Ne 619 «O coBepIIEHCTBOBAaHMHM MAaTepHAILHOIO
CTUMYJIMPOBAaHUs OTAEIBHBIX KaTETOpWil Bpauyeill M MEIULUHCKUX CecTepy, U
HamnpasJysieT ero B YII «LleHTp skcnepTus U UCIIBITaHu# B 34paBOOXpaHEHUIY.

6.5. VII «lleHTp O3KCnepTM3 W HCHOBITAHUM B 3IpaBOOXPAHEHUI
aHAIM3UPYET TOTyUYSHHbIE 3aKIIOUEHHS U C YUEeTOM HHGOpMAaLUH, KMEIOLIEHCs
B YII «lleHTp 3KcIepTH3 U UCHBITAHUN B 3APAaBOOXpPAaHEHUMW» MO pe3yjbTaTaM
MOHHUTOpHHra KayecTBa MEIULMHCKUX H3AENUN, O HaIUYUU (OTCYTCTBHUH)
HeraTUBHOH wuHGOpMALMM O MEJUUMHCKOM U3JEJIUH, M3TOTOBHUTENE H
MOCTaBUIMKE MEIULMHCKOTO MU3JENHs 3aKII0YEHUs, NPEICTaBIsAET UX BMECTE C
IIaKETOM JOKYMEHTOB, YyKa3aHHBIX B MNOANMyHKTax 6.1.1 — 6.1.3 nyHkra
Hactosueid MHCTpYKIUH, OIS pacCMOTPEHHUS Ha KOMHCCHIO 10 MEAMIMHCKON
TEXHHKE.

6.6. Komuccus 10  MEAMUMHCKOM  TEXHMKE  pacCMaTpyBaeT
TpeACTaBleHHbIe JOKYMEHTHI, JelaeT BBIBOA 00 OTHECEHWH (HEOTHECEHMH)
MEIULMHCKUX M3A€IUid K  JOPOTOCTOSIIUM MEOUUUHCKMM  H3JEIHIM,
MIOCTaBISIEMBIM IO 3asBKaM OpraHu3aliil 3ApaBOOXpaHEHHsS B EOUHUYHBIX
JK3EMIUIApaX WIM HeOONBIIMMU MapTHAMHU (CEpHsSMH) WM YacTAMH NapTHH
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(cepuit), ¥ 1aeT pekoMeHAALUH MuHuCTepCTBY 30paBoOXpanenus Pecy6iuku
Benapyce o Beiaue paspemenus 160 oTkase. |

IIpu 5TOM K IOPOrOCTOSINKMM CllefyeT OTHOCHTH METHIHHCKHE U3IeITus
CTOUMOCTBIO HEe MeHee 10 06a30BBIX BeNWYMH, MOJ HEGONBIIOLH napTueit
(cepueit) gacThi0 mapTuu (CepHu) HEOGXOMHUMO MOHHMATE HapTHIO (CepHIo),
4acThb IapTUH (CepHH) KOIMYECTBOM He Gonee 30 equHumiL.

B ciyuasix, korna mocrapisiemas naptus (cepus), 4acTs naptuu (ceprmu)
MCAMINHCKUX W3METMH COCTOUT MeHee YeM U3 10 equHHIL, K JOpOTroCTOAMHIM
CIICAYCT OTHOCUTP MEIUUHUHCKHE H3JENHS CTOMMOCTBIO He MeHee 5 6Ga30BEIX
BEJINYHH.

6.7. VII «lleHTp 9KCIIEPTH3 M HCIBITAHMH B 3paBOOXPAaHEHUH) I'OTOBUT
MPOEKT paspellleHys JHOO OTKasa M HalpaBlseT ero il COMIACOBaHWS,
BU3HPOBAHUS M NOANKWCH B MHHHCTEPCTBO 31paBOOXpaHeHMs PecryGiuku
benapyce.

B paspelleHuy yKa3pIBaIOTCS CIEAYIOLINE CBEACHHS:

HaMCHOBAHUE MEAUILMHCKOTO H3JENUA C yKa3aHHEM HOMEPOB MapTHii
(cepuit) U X KOJINYECTBA;

HaUMEHOBaHHE NMMPOU3BOJUTENS MEAUIIHHCKOIO U3/IEITHS,

CTpaHa MPOU3BOJICTBA,;

HaMMEHOBAHHE IOPHUAUYECKHMX JIML, KOTOPBIM paspelleHa peau3alis
MEIULUHCKOTO U3JIEINS;

HAaUMEHOBAaHHE OpraHW3alldii 3JPaBOOXPAaHEHHs, KOTOPEIM pa3pelIeHO
IPUMEHEHHE MEAULIMHCKOIO H3eiIusl.




