IHamsaTKa
JIOKyMEHTBI, TPEOCTABISIEMBIC JIJIT N3MEHEHUS JTUIICH3UH Ha
dapmareBTHUECKy0 ACATEIHPHOCTh B YaCTH ONTOBOM pealn3aIiun
JIEKaQpCTBEHHBIX CPEJICTB OTEUECTBEHHOTO U (WJIN) 3apyOeKHOTO

IIPOU3BOJICTBA
Neni/m | HammeHoBaHMe TOKYMeHTAa IIpumeuanue
1. 3asgBiaeHne 00 U3MEHEHHNH JTULIEH3U I [To ycTanoBnenHoii popme.
VYka3zaTe HOMEp U JaTy 3aKIIOUYCHUS
TEPPUTOPHUATBHOTO opraHa
roCcyJJapCTBEHHOT O CaHUTAPHOTO

Ha/J130pa O COOTBETCTBUU IOMELICHUN,
HEOOXOJMMBIX ISl  OCYIIECTBICHHS
JMLEH3UPYEMOT0 BUIa JIESTEIbHOCTH,
TpeOOBaHUSAM 3aKOHOJATENLCTBA 00
oOpaleHny JIeKapCTBEHHBIX CPEJCTB,
a TaKKe 3aKOHO/ATENbCTBA B 00JIACTH
CaHUTAPHO-3HIEMHOJIOTMYECKOTO
Onaromony4nsi HaceJeHHus, CO MHA
BBIZIAYM KOTOPOTO HCTEKIO He Oojee
OJTHOTO T0/1a

2. JIoKyMeHT, MOATBEPXKAAIOIUA  yIJIaTy
rocyIapCTBEHHOU MOIIIJTNHBI (3a
UCKTIIOYeHUEeM cnyyaes ynaamol

20Cy0apcmeeHHol NOUWIUHbL NOCPEeOCMBOM
A8MOMAMU3UPOBAHHOU  UHGOPMAYUOHHOU
cucmemol e0uHo20 paciemnozo
UHGOPMAYUOHHO20 NPOCMPAHCMBA)

3. IlepenaTounslii  akT, pasgenutenbHbi | Konumn
0anaHC, yYpeIuTeNlbHbIE JOKYMEHTHI, MpHU
CIIMSIHUM, IPUCOEAVMHEHNN UHOU JOKYMEHT
WIM €ro KOIUs, W3 KOTOPbIX OYEBUIHBIM
obpazom cienyer (akT peopraHU3AIN
JUICH3UATA - IOPUANYECKOTO amna
U TIEPEXO/] JTULIEH3UU K NHOMY B pE3yJbTare
TaKOM peopraHu3aluul (npu U3MeHeHuu
JUYEH3UU 6 C6A3U C peopeanuzayuert
JUYeH3Uama - IpuoU4ecKo20 auya)

4. VYupenurenbHbie 1581051 nnble | Ko
OpTraHU3aIMOHHO-PACTIOPSAIUTENbHbIC

JIOKYMEHTBI JIULIEH3UaTa - HOPUANYECKOTO
Iuna (ropuouieckoz2o auyd, K KOMOPOMY
nepewina 1uyeH3us), onpeaesoNnue CTaTyc
000cobaeHHoro nojpasaeneHus (puauana)
3TOTO FOPUINYECKOTO Jrna (pu
W3MEHEHUU  TepeyHss  000COOJIEHHBIX
nonpaszzenenuii (puauanos), B TOM 4uUCIe
UX  HauMEHOBaHMsl U (Wiu)  MecTa




HaXOXJACHUA, pGOpI‘aHI/I3aI_II/II/I JIMIIeH3uara -
FOPUINYECKOTO JTUIIA)

JIOKyMEHTBI, TIOJATBEPKIAIONINE HATHUNE
HampaBe COOCTBEHHOCTHM WM  WHOM
3aKOHHOM OCHOBaHHHU MTOMEIICHUH,
o0opyaoBaHus, HEO0OXOUMBIX
JUTSL OCYIIIECTBIICHHUS JINIICH3UPYEMOTO BHJIA
NeSITETTLHOCTH, COOTBETCTBYIOIINX
TpeOOBaHUSM 3aKOHOJATEIhCTBA 00
oOpallleHny JICKapCTBEHHBIX CPEJICTB, a
TaKXKe  3aKOHOAATENbCTBA B 00IacTH
CaHMTaPHO-3UIEMHUOJIOTHYECKOTO
OJIaroToTydrst HACCJICHUS (8 3a8UCUMOCTIU
Om OCHOBAHUSL):

CBUJICTEIILCTBO (ymocToBepeHue)
0 FOCYJapCTBEHHOW pPETUCTpAIlMU  IpaBa
COOCTBEHHOCTH C TMPWJIATaeMbIM K HEMY
TEXHUYECKHM MACIIOPTOM Ha MIOMEIIECHHE;

BBITIFCKA W3 PETUCTPAIMOHHON KHUTH,

JIOTOBOP apeHIbI (CyOapeH/Ib);

JIOTOBOP OE€3BO3ME3IHOTO MOJIb30BAHMSI
(ccynsr);

JIOTOBOP KYTUTU-TIPOJIAKH;

aKT MpueMa-nepeaadn

Komun

Ceenenust 0 paOOTHHUKAX JIMIIEH3UATA

[To ycranoBnennou gopme.
VKa3rpIBaroTcsa CBEIICHUS
(apMareBTHUECKUX PaOOTHUKAX

JloKyMeHTBHI, MIOJITBEPKIALOIINE
coOumo/ieHre TpeOOBaHUM, IPEIbIBIAEMBIX
K WHAMBHUIYaJbHOMY MpeIIpUHUMATEINIO,
PYKOBOJIUTEITIO 170031 3aMEeCTHTEIIO
PYKOBOJIUTES FOPUANYECKOT0 JIMLA U (MIIN)
PYKOBOJIUTENIO aNTEYHOIo CKJIaja WIU
paboTHUKY, OTBETCTBEHHOMY 3a
OCYILIECTBJIIEHUE JIUIIEH3UPYEMOIO0  BHJA
NESTEIbHOCTH (6 clyuae e20 NpUHAmMuUs 6
wmam  1OpUOUYEcKo20  Jauya, e2o
000c0o0b1eHHbIX N0OpA30eieHUll):

JIUILJIOM O BBICIIEM (hapMareBTHUECKOM
00pa3zoBaHuH;

YAOCTOBEpEHHUE (cepTuduxkar) 0
NPUCBOCHUU KBaJTM(PUKAITMOHHON
KaTeTOpUU  (Kpome  JuyeHsuama  npu
ocyujecmenenuy  ITUYeH3UpPyemo2o  6uod
0esmenbHOCMU 8 HACENIeHHbIX NYHKMAX,
HAXOOAWUXCA 8 30HAX PAOUOAKMUBHO20
3aepsA3HenUs);

CBUJICTEJILCTBO O  TPOXOXKICHUH
TIOBBIIICHUS KBATM(PUKAIIMN WM JUTIOM O
NEepenoaroToOBKe o OpraHu3aIuu
3paBOOXpaHEHHs JHOO CIEHUAIbHOCTH,

Konun




COOTBETCTBYIOLLIEH 3asBJICHHBIM

JULEH3UaTOM YyCIIyIaM, COCTaBIIIOIINM

JULEH3UPYEMBII BUJ 1ESTEIIBHOCTH;
TPyAOBasi KHUKKa

JIOKyMEeHTHI, HOJTBEPIKIAIOIINE
coOumo/ieHre TpeOOBaHUM, IPEIbIBIAEMBIX
K paboTHUKaM (KpOM€ pYKOBOJUTEIS)
anTEe4YHOIo CKJIaJAa JIMILIEH3UaTa:

JUIUIOM O BBICIIEM WM CpEIHEM

CHeIHaTbHOM (bapManeBTHYECKOM
00pa3zoBaHuH;

YAOCTOBEpEHHUE (cepTudukar) 0
NIPUCBOCHUU KBaJTM(PUKAITHOHHON
KaTeTOpHUu (kpome JuyeH3uama,
Hamepesanwe2ocs ocywecmsiams

JUYEH3UPYeMblll U0  OesAMeNbHOCMU 8
HACENIeHHbIX ~NYHKMAX, HAXOOSWUXCA 8
30HAX PAOUOAKMUBHOZ0 3A2PA3HEHUS),
CBUICTEIBCTBO O  MPOXOKICHHUH
TIOBBIIICHUS KBATU(UKAIIMA WM JTUTLIOM O

MEPETOATOTOBKE o OpraHu3aIuu
3/[paBOOXpaHEHUs] JHOO CHELHAIbHOCTH,
COOTBETCTBYIOIIEH 3asIBIICHHBIM

JUICH3UATOM YCJIyraM, COCTaBIISIOIIUM
JTUTEH3UPYEMBII BUJI €SI TEIILHOCTH;
TPYJOBasi KHMKKA

Komun

[Tnan-cxema ¥ cHpaBKa-xapaKTepUCTHKA

MMOMEIIECHUH arTeYHOr o cKianaa,
MOATBEPKIAIOIINE 10.9 COOTBETCTBHE
TpeOOBaHUSM 3aKOHOJIaTCILCTBA

00 0o0pallleHnH JIEKapCTBEHHBIX CPEJICTB

VYTBepKIaloTCs PYKOBOAMUTEIEM Ha
JaTy IpeCTaBICHUs JOKYMEHTOB




