HopnaTok 12

Jo IlopsanKy rpoBefieHHs €KCIIepTHU3U
peecTpaljiiH1X MaTepiasiB Ha JIiKapChbKi
3aco0w, 1110 TIOJA0THCS Ha JlepKaBHY
peecTpaLito (mepepeecTpariito), a TAaKOX
eKCIepTU3U MaTepiasiiB Mpo BHECEHHS
3MiH [J0 peecTpaLiiiHiX MaTepiamniB
TPOTSTOM il peecTpaLjiiHoro
TOCBiZIUeHHS

3AfIBA
PO BHeCeHHs 3MiH /10 peecTpaliiHMX MaTepia/iiB Ha JIiKapCbKUH 3acid
(y Tomy uncti MeguuHIA iMyHOOi0/10TiUHMI TIpenapar)

[ara HaXOpKeHHs 3asBU
20 POKY

Lum ¢ 3asBJisAt0, 110:

HeMae iHIIMX 3MiH, KpiM THX, 1[0 BKa3aHi y JaHiii 3asBi (BUHSATOK: iHII 3MiHH, 1[0 TIOAAOTHCS
rapasiesibHO Ta BKa3aHi y rpadi «Inima(i) 3asBa(u)» 1[bOro 0/1aTKa;

3MiHa(1) He CTIPUYMHUTH(STh) HETaTMBHOTO BIUIMBY Ha SIKiCTh, e(heKTHUBHICTb Ta Oe3reKy JIiKapChbKOro
3aco0y;

yci ymoBHu (3rigHo 3 gogatkoM 11 TMopsigky), siki CTOCYrOThCS 3MiH(M), BAKOHAHO;
HeoOXiJiHI JOKYMEHTH, 1110 CTOCYIOThCSI 3MiH(H), TIOJIAHO;
3asBHUK rapaHTy€ [OCTOBipHiCThb iHdopMallii, IIJ0 MiCTUTbCS y MaTepiajaX peecTpaliiHOro AOChE, a
TaKOX MiATBEP/PKYE, 1110 BCi HasiBHi JaHi CTOCOBHO SIKOCTi, Oe3reku Ta eeKTUBHOCTI JIIKapCbKOTO 3aco0y
Tpe/iCTaB/IeHO B PEECTPALIIMHOMY [JOChE;
yCi BHECKH CIJIaueHo/0y/ie CriylaueHo BiZITIOBiJHO /10 BUMOT UMHHOTO 3aKOHOZIABCTRA.

3MiHu OyyTh BBe/leHi:

3 HAaCTYIHOTO BUPOOHUUOTO I[UK/TY/HACTYITHOTO BUITYCKY
JaTa

Big imeHi 3assBHMKA

(nionuc)

(im'ss ma npizeuuje)

(nocaoa)
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Y pa3i HeHaZlaHHSI MaTepia/liB PeeCTPaLlifHOTO OChE TIPOTATOM TPbOX MICSILIB 3 JaTH TMOJaHHS 3assBU abo
nmcTa 3 oOTPYHTYBaHHSIM CTPOKY Y PO3TJIsiAi AaHoi 3asiBu Oyje BizMoBieHo. Hagasi Taka 3asiBa Moxke OyTu

nozana 1o MO3 B ycTaHOB/IEHOMY MOPAAKY.

Tur 3miH
Tun IA
Tun Ib
Tun I1

Ha3Ba sikapcbkoro 3aco0y

Hitoua(i) peuoBuHa(1)

Jlikapceka dopma Ta cusa Ail

Howmep peectpariiitHoro
TOCBifUeHHS

TepMiHOBi 0OMe)KeHHs1, TIOB'si3aHi i3 6e3reKoro

HalimeHyBaHHS Ta MiCL|e3HaXO/I>)KeHHs 3asiBHUKa
(Micrie3Haxo/KeHHs FOPUIUUHOI 0coOM abo Micte
TIPO>KUBaHHS (i3UUHOT 0COOU - MiTPUEMLIST)

IIpisBuilie, iM's mpeJiCTaBHUKA 3asiBHUKA
(ymoBHOBa>keHa 0co0a, 1110 BUCTYTIAE Bif iMeHi
3asiBHHKA)

Micrie3Haxo/pKeHHsT FOpUANUHOI 0cobu abo micte
TIPO>KUBAHHS (i3UUHOT 0COOU - MiTPUEMLIS

Tenedon
daxkc
e-mail

TTocunaHHA 3assBHUKA

3minu tumiB IA ta Ib (HKue mo3HauTe HeoOXizHe).

Y pasi 3min Tuny 11 i3 3asiBU BUTydaroTh Tepesiik 3MiH TuriB A, Ib, HaBeeHUi HIDKuUe.

Y pasi 3miH Turis IA, Ib BunyuaroTs Ti 3mMiHy TymiB [A, Ib, Ha sKi He MOLIMUPIOETHCA 3asiBa.

Y pasi 3MiH, sKi oTpeOyIOTh HOBOI peecTpailii, BUIy4yaroTh Ti 3MiHu TuriB 1A, Ib Ta II, Ha ski He

PO3MOBCHOIKYEThCS 3as1Ba.
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I. AIMIHICTPATUBHI 3MIHU
Ha3ea 3miun Tun 3miaun

—'1.1. 3miHa HaliMeHyBaHHs Ta/a00 MicI|e3HAX0/PKeHHsI 3asABHUKA IA Ib*
(B/1aCHMKA peeCcTpaliiHOro MOCBifUeHHs)

111.2. 3mina TOProBe/IbHOI Ha3BH JIIKapCHKOT0 3aCo0y Ib
-111.3. 3mina Ha3su A®I abo fjir0uoi pedoBHHH IA Ib*
11 1.4. 3mina HaliMeHyBaHHsI Ta/a00 MicIe3Haxo0/)KeHHsI BUPOOHUKA IA IBb*

(BK/IHOYAKOYH 3a HEOOXiHOCTI MicIje IPOBeieHHsI KOHTPOJII0 SIKOCTi) a00
nocrayaibHuKa A®I abo Airouoi peuoBHHU/BUXiJHOTO
Marepiasiy/peareHTy/poOMiXXHOT0 NPOJYKTY, 110 3aCTOCOBYHOThCH Yy
BupoOHMITBI ADPI abo girouoi peuoBuHM (3a BicyTHOCTI cepTHdikaTa
BignoBigHocTi EBponelchKiil (hapMakornei y 3aTBepaKeHOMY
peecTpauliiitHOMY /10Ch€)

1.5. 3miHa HaliMeHYBaHHsI Ta/a00 MicIje3Hax0/)KeHHsI BUPOOHHUKA rOTOBOI0 JIIKapChKOro
3aco0y, BK/IIOYAKYH MicIje POBeIeHHsI KOHTPOJIIO SIKOCTI

[ a) BUPOOHHYA AiTBHUIA BUITYCKY cepii IA Ib*
1 6) yci inmi ginbHAL IA Ib*
11 1.6. 3mina koay ATX IA IB*
7. BuiyyeHHs1 BUPOOHHYOI J/TbHHUL (BK/TIOUaKOUH AiTbHULI i ADI IA Ib*

abo fjirouoi peuoBHHM, MPOMIKHOIO IPOAYKTY a0 roTOBOrO JIIKapCHKOro
3aco0y, Al/IbHUL A1 IPOBEAeHHs NMaKyBaHHsA, BUPOOHHKaA,
Bi/iNOBifia/IbHOT0 3a BUITYCK Cepili, MicIje MpoBeJeHHsI KOHTPOJIIO cepii)
a00 nmocraya/ibHMKA BUXiJHOT0 MaTepiajly, peareHTy a0o JOmoOMbKHOL
PeYOBUHHU (AKIIIO0 3a3HAYEHO Y PeeCTPaL[iiHOMY J0ChE)

I1. 3SMIHM IO 0 AKOCTI
2.1. A®I abo piroua peyoBHHA
2.1.1. BupoOHULTBO

2.1.1.1. 3miHa BUPOOHMKA BUXiJHOT0/IIPOMDKHOI0 POAYKTY/peareHry, o
BUKOPHCTOBYETHCS1 Y BUPoOHHUOMY miporieci A®I abo girouoi peuoBuHH, ad0 3MiHa
BHPOOHMKA (BK/IIOUAKOUH, /ie Heo0Xi/HO, MicIje MpoBe/jeHHsI KOHTPO/II0 AKocTi) ADI abo
Airouoi peuoBUHH (3a BiCyTHOCTI cepTudikaTa BignmoBigHocTi EBponenchKin
(¢apmaxomnei y MaTepia/iax peecTpaniiiHOro J0Ch€)

—'| a) 3anponoHOBaHa /10/JaTKOBa BUPOOHUYA JUIGHMIA € AiTbHULEW ogHoro (TA  IB*
BHPOOHHKA

—'| 0) BBeIeHHs1 HOBOT'0 BUpoOHMKA ADI abo jirouoi peuoBunu 3 Hajanuam | 11
MaTepianiB peecTpaliiiiHoro gocbe (Macrep-(aiinia) Ha il0uy peuoBHHY

— | B) 3anpONOHOBAaHUH BUPOOHHUK BUKOPHCTOBYE CIOCi0 cuHTe3y, 1m0 cyTTeBO 11
BiIpi3HAETHCA BiJ MonepeJHLOr0, a00 YMOBH BUPOOHMIITBA, AKIi
MOTEHI[iiTHO MOXXYTh 3MiHUTH Ba)X/IMBi XapaKTepUCTHKH AKOCTi ADI abo
Ail0U0i peYOBHHM, TAKIi AK AKICHUM Ta/abd0 KibKicHui npodiib AOMIlIIOK,
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o norpedye kBasigikariii, abo ¢izuko-ximiuni Bracrupocti A®I abo
Ail0U0i peYOBHHH, I}0 BIVIMBAIOTH HA 0i0A0CTYNMHICTH

r') HOBUH BUPOOHHMK BHUXi/JHOTO MPOJYKTY, /I IKOT0 BUMAra€TbCsi II
monepeHs OI[iHKa BipyCHOI 0e3reKH Ta/ad0 pu3uKy nepejaadi 30y HUKIB
ryouaroi eHpedanonarii

1) 3miHa y A®I a6o jirouoi peuoBHHH 0i0/10TiUHOT0 MOXO/HKEHHA a00 II
BUXi/JHOMY MaTepiasii/peareHTi/IpoMi>KHOMY MPOAYKTi, 1[0
BHKOPHCTOBYETHCSI /I/Isl BUPOOHMIITBA JTIKAPCHKOro 3acoly Oiosioriunoro
MOXO0/KeHHS

1) 3MiHHM y MeTofaX KOHTPOJII0 siKocTi ADI a6o firouoi peuoBrHH ado IA Ib*
AOAABAHHSA JUTHHHUII /ISl IPOBe/JeHHsI KOHTPOJII0 Cepii/BUNPo0yBaHHA

e) iHimi 3MiHu IA 1B II
2.1.1.2. 3minu B nponeci BupooHurea A®I ado pgirouoi peuoBUHN
a) He3HayHa 3MiHa y nponeci BupooHunTBa A®I a0 Jitouoi peuoBuHN IA IBb*

0) 3HauHa 3MiHa y nporeci BupooHunTBa A®I abo girouoi peuoBunm, mo 11
MO)Ke MaTH iCTOTHHMI BIUIMB Ha AKICTh, 0e3meKky ado eeKTHBHICTD
JIIKapCbKOro 3aco0y

B) 3MiHa cTocyeTbcss ADI abo Airouoi peuoBHHU II
0i0/10riuHOr0/iMyHO/IOTiYHOT0 MOXO)KEHHsI a00 BUKOPUCTAaHHA XiMiUHHX
cyOcTaHIiii y BUPpOOHUITBI JTIKapCHKOTo 3aco0y
0i0/10riuHOr0/iMyHO/IOTiYHOT0 MOXO/PKEHHSI i He BiIHOCHUTHCS /10

MPOTOKO/Ty BUPOOHHUIITBA

r) 3MiHa y JIiKapCbKOMY 3ac00i pOC/IMHHOT0 TOX0/PKeHHS, 1[0 cTocyeTbea I
O/Hi€l 3 TAKMX XapPaKTEPUCTHK: /PKEPeJI0 MOX0/KeHHsI CAPOBHHH, CIIOCi0
BHPOOHMIITBA a00 BUTOTOB/IEHHS

) He3HaUHa 3MiHa y 3aKpUTill YacTHHI MaTepianiB peecTpaiiiiiHoro aocbe Ib
(macrep-daiiia) Ha ADI abo jgirouy peyoBUHY

A) iHmi 3MiHK IA 1B II

2.1.1.3. 3miHa po3mipy cepii (BK/1ouaruu gianazonn) A®I ado girouoi peuoBruHu abdo
NPOMDKHOI'0 POAYKTY

a) 30i1bIeHHs 0 10 pa3iB mopiBHAHO i3 3aTBepA)KEHUM PO3MipoM cepii IA Ib*
0) 3MeHIIeHHsI 00CATY BUPOOHHUI[TBA IA Ib*

B) 3MiHa po3Mipy cepii, o norpedye foBeAeHHsa moAgidHOCTI ADI abo II
Air0uoi peyoBHHM 0i0/I0TiYHOT0/iMYHO/IOTIYHOTO MOX0/PKEHHS TMOPiBHAHO
i3 3aTBepKeHOI0

r) 30ibIeHHs y moHag 10 pa3iB nopiBHAHO i3 3aTBepA>KeHUM Po3MipoM Ib
cepii

1) po3mip cepii A®I ado pgirouoi peuoBrHHM OiooriuHoro/imyHosoriudoro  Ib
TOX0/PKEHHS 30i/IbIIUBCS/3MeHIIUBCS 0e3 3MiHM mapaMeTpiB MpoIecy
(HanpuKIaj, Ay0/II0BaHHA JTiHii)
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A) iHmi 3MiHU IA 1B II

2.1.1.4. 3minu BUNpoOyBaHb a00 JONMYCTUMHX MK, 10 BCTAHOBJIeHi y cnerudikamiax, y
nporieci BupooHunTBa A®I abo Airouoi peuoBUHH

a) 3BY)KeHHS [JOIyCTUMHUX MeX IA Ib*
0) JogaBaHHA HOBOT0 BUNPOOYBAaHHSI TA AOMYCTHMHUX MeX IA Ib*
B) BU/Iy4eHHSI HECyTTEBOT0 BUNIPOOyBaHHA IA Ib*
I') PO3LIMPEeHHS 3aTBeP/PKeHHUX /JOIyCTHMHUX MeX /ISl IOKa3HUKIB, AKi II

MOXXYTh iCTOTHO BIUTMHYTH Ha sIKicTb AD®I ado firouoi peuoBHHH

I) BWIyYeHHsI BUNIPOOyBaHHS, 1[0 MO)Ke MaTH iCTOTHUH B/IMB Ha 3araibHy 11
skictb A®I abo pirouoi peuoBUHN

A) AoAaBaHHA a0o 3aMiHAa BUNPOOYBaHHs 3a pe3y/ibTaTaMu AocTipkens 3  Ib
Oe3nexu abo AKOCTI

e) i 3MiHu IA 1B II

2.1.1.5. 3minu y ADI abo jirouiil peyoBUHI /1A Ce30HHHUX, MepeANaHAeMiYHUX ado
NaHAeMiYHHUX BaKLMH /IS PO(IIaKTHKU TPUILY

a) 3amiHa mramy(iB) y ce30HHHX, MepeANaH/eMiuHiuX a00 mMaHAeMiuHNX I1
BaKILUHAX /IS NPO(iIaKTHKH TPUITY

2.1.2. Koutposs A®I ado girouoi peuoBUHH

2.1.2.1. 3mina y napametpax cnernjudikanii Ta/ado J0MyCTUMHUX MeX, BU3HAYEHHX Y
cnenugikaniax Ha A®I ado firouy peuoBuHy, a00 BUXigHMII/TIPOMIKHII
NMPOAYKT/peareHT, 10 BUKOPHCTOBYIOThCS y nporeci BupooHunrea APDI abo girouoi
PeUOBHHHU

a) 3By)KeHH# JIONyCTUMHX MeX, BU3HaueHHX y cnengikanii Ha mikapceki | IA | IB*
3aco0u, 10 Mi/J/IAralTh BUIYCKY cepii

0) 3BY)K€HHSA JJOIyCTUMHX MEeX, BU3HaUeHHX y cnenudikanii IA Ib*

B) I0NIOBHeHHs crerjudikailii HOBMM MOKa3HUKOM AIKOCTi Ta BignoBigaum [IA  Ib*
METO/I0M BHNIPOOYBaHHS

r') BWIyUeHHs1 He3HAaYHOTr0 MOKa3HHKA AKOCTi (HanpuKJ/Ia/,, BUIyYeHHs IA Ib*
3aCcTapi/ioro MoKa3HUKa)

r) BWIyyeHHs napaMerpa cnenudikanii, Ak Mo)ke MaTH CyTTe€BUM BiuB | 11
Ha sKictb A®DI abo Jjir0ouoi peuoBHHH Ta/ad0 roTOBOIO JIIKAPCHKOr0 3aco0y

A) pPO3LIMPeHHs A0MYCTUMHX MeXX, BU3HaUeHHX y crenu@ikanii Ha ADI IT
a0o Jirouy peyoBUHY

€) po3IIMpPeHHA JJOIyCTUMHUX MeXX, BU3HaUeHHX y cnerju@ikanisax Ha II
BHXi/{HI MaTepia/in/MpoMbKHI NPOAYKTH, AAKi MalOTh iCTOTHUH BIUIMB Ha
sKicTb A®I a6o firouoi peuoBMHH Ta/ad0 rOTOBOIO JIIKAPCHKOI0 3aco0y

€) JonoBHeHHs a0o 3amiHa mapamerpa cnenudikariii 3a pe3y/ibTaTamMu Ib
JAOC/T/PKeHDb 3 0e3meku a0o AKocCTi (3a BuHATKOM A®I ado girouoi
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PeYOBHHH 0i0/10TiUHOr0 a00 iIMyHO/IOTIYHOr0 MOXO/)KEHHS)
K) iHIOi 3MiHM IA 1B II

2.1.2.2. 3mina y metoaax BunpodyBanusa ADI abo jgirouoi peuoBuHu ado
BHXi/JHOT'0/TIPOMI>KHOTO MPOAYKTY/peareHTy, 1[0 BUKOPUCTOBYETHCS y MPOLeci
BupoOHUNTBa API ado Airouoi peuoBHHM

a) He3HAYHi 3MiHM y 3aTBep/PKeHUX MeTOoAaX BUIIPOOYyBaHHSA IA Ib*

0) Buja/IeHHs MeTOAY BUnpoOyBaHH#A i1t ADI ado Jirouoi peyoBHHU IA Ib*
/peareHTy/mpoOMiKHOTO MPOJYKTY, AKIIO a/IbTEPHATUBHUI METOJ B)Ke
3aTBep/PKeHUuM

B) iHIII 3MiHM B MeTOax BUNPOOYBaHHA (BK/IIOUAOYH 3aMiHy a00 IA Ib*
JAOTIOBHEHHS) /I/Ifl peareHTy, 10 He CIPUUYHUHSE iCTOTHOT0 BIUIUBY Ha
sKicTb A®I ado fgirouoi peuoBMHN

r) 3MiHa y OiostoriuHoMy/iMyH0Oi0/10TiUHOMY/iMyHOXIMiUHOMY MeTOZi II
BUIIPOOYBaHHsA a00 MeTO/i, y IKOMY BHKOPHUCTOBYEThCS Oiotoriunmii
pearent i ADI ado girouoi peuoBHHH 0i0/I0TIUHOTO MOXOHPKEHHS,
HaNpHUK/Iaj, NeNTUAHI KapTH, IVIiK-KapTH TOII0

Y) iHmi 3MiHM y MeTo/jax BUNIPOOyBaHHS (BK/TIOUYAYH 3aMiHy a0o Ib
nonoBHeHHs1) A®I abo Airouoi peuoBHHM a00 BUXiJHOT'0/TIPOMIKHOTO

NPOAYKTY

1) iHII 3MiHA IA Ib II
2.1.3. Cucrema ynakoBKa/yKymnopka

2.1.3.1. 3mina y 6e3nocepepniii ynakosii ADI a6o girouoi peuoBuHU

a) sAKicHI Ta/a0o0 Ki/IbKiCHI 3MiHM CKJIaJy IA Ib*

0) AKicHi Ta/a00 Ki/IbKiCHI 3MiHM CK/Ialy /ISl CTEPWIBHHUX Ta I1
He3amopoxeHnx ADI abo Jirouux peuoBHH 0i0/10TiYHOr0/iMyHO/I0TiYHOrO
MOXO/)KeHHA

B) pigkux A®DI ab6o Airounx peyoBuH (HeCTePU/IHLHUX) Ib
r) iHIIi 3MiHK IA 1B 11

2.1.3.2. 3minu y mapameTrpax cnenudikaiiii Ta/a6o JOMyCTUMHX MeX, 3a3HaUYeHHX Y
cnenu@ikanisx, A5 nepBuHHOI ynakoBku A®DI ado girouoi peuoBuHU

a) 3By)KeHHs I0MyCTUMHUX MeX, 3a3HaueHHX y cneru@ikamiax IA Ib*

0) nonmoBHeHHs crenUikallii HOBUM MOKA3HMKOM Ta BiJNIOBiHUM IA Ib*
METO/I0M BHNIPOOYBaHHS

B) BU/Iy4YeHHA He3HAYHOI0 NOKa3HUKA (HaNpUK/a/, BUITyYeHHS IA Ib*
3aCcTapi/ioro MoKa3HUKa)

r) JONOBHEHHA a00 3aMiHA MOKa3HUKA 3a pe3y/ibTaTaMM A0C/i)KeHb 3 Ib
0e3meku ab0 AKOCTI

r) iHmn 3MiHK IA 1B 11
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2.1.3.3. 3miHa B MeTo/jax BUNIPOOYyBaHHs MepBUHHOI ynakoBKu ADI abo girouoi
Pe4YOBHHU

a) He3HauHi 3MiHH y 3aTBep/>)KEHHX MeToaX BUIIPOOyBaHHA IA Ib*
0) iHmi 3MiHM B MeTOaX BUNIPOOYyBaHHA (BK/IIOYAUH 3aMiHy a0 IA Ib*
JAOTIOBHEHHA)

B) BUIyYeHHS MeTOAY BUNPOOYBaHHSA, AKINO a/IbTePHATUBHUH METOJ, IA Ib*

BUINPOOYBaHHSA B)Ke 3aTBeP/PKEHO
2.1.4. CTabi/ibHICTD

2.1.4.1. 3miHa nepiosy NOBTOPHUX BUNPOOyBaHb/TepPMiHy MPHUJATHOCTI a00 yMOB
30epiranHa A®PI a6o fgirouoi peuoBHHH (3a HAABHOCTI y MaTepiasiax peecTpanjiiHoro
Aocbe cepTudikaTa BignoBigHoCTI EBponeiichbKiii (hapMakomnei, 110 BK/IIOUAE nepiog
MIOBTOPHOr'0 BUNPOOYBaHHA)

a) mepioj MOBTOPHOr0 BUNPOOYBaHHsI/TePMiH MPU/JAaTHOCTI
3MeHIIIeHHA IA Ib*

30L/IbIIIEHHS MepPio/ly MOBTOPHOI0 BUNPOOYBaHHS HA OCHOBI II
eKCTpano/ALii pe3y/ibTaTiB AOCTi/PKEHHA CTa0l/ILHOCTI, IPOBEJeHUX He Y
BiIMOBiJHOCTI /10 HACTAHOBH II[0/10 BUNIPOOYBaHHA CTa0i/ILHOCTI a00
kepiBHuX npuHnuniB ICH mopgo BunpodyBanHs cradiibHocTi (Kpim ADI

a00 Jirouux peyoBHH 0i0/10TiYHOT0/iMYHO/IOTIYUHOTO TTOXO/XKEHHS)

30L/IbIIeHHs TepMiHy npuaaTHocTi ADI ado girouoi peuoBUHU II
0i0/10riYHOT0/iMyHO/IOTiYHOT0 MOXO0/PKEeHHSI Ha OCHOBI pe3y/IbTaTiB
AOC/Ti)KeHb, BAKOHAHUX He Y BiAMOBiAHOCTI /10 3aTBep/)KeHOr0 MPOTOKO/TY
cTabi/IbHOCTI

30i7IbIIeHHsT a00 BBeIeHHs Mepiofy MOBTOPHOro BUNIPoOyBaHHs/Tepminy 1B
NMPHU/JATHOCTi Ha OCHOBI pe3y/IbTATIB JOC/II/PKeHb Y pea/JibHOMY Yaci

0) ymMoBH 30epiraHHsi
00Me)XeHHs1 yMOB 30epiraHHsi IA Ib*

3MiHa ymoB 30epiranas A®I abo girouoi peyoBUHU II
0i0/10TiYHOT0/iMyHO/IOTIYHOT0 TTOXO/PKEHHS, AKIIO J0C/Ti/PKeHHS
CTa0L/IBHOCTI 1je He MPOBOJU/IKCH BiIMOBIHO 10 3aTBEP/PKEHOT0

MPOTOKOJIy CTadiIbHOCTI

3miHa ymoB 30epirannst A®I a6o Jirouoi peuoBUHH Ib
B) iHIIi 3MiHU IA 1B 11
2.1.5. IIpoekTHHI NpOCTip

2.1.5.1. BBejleHHsI HOBOT'0 IIPOEKTHOI0 NPOCTOPY a0 PO3IIHUPEHHSs 3aTBepP/>KeHOr0 //ist
A®I abo girouoi peyoBUHM I}O/I0

a) 0/{HOTO e/ieMeHTY (010K, YacTHHA) BUPOoOHHYOro npouecy A®I ado II
Ail0U0i peYOBHHH, BK/IIOYAIOYU KOHTPOJIb Y MpoLeci BUPOOHHUI[TBA Ta/a00
MeTO/ {1 BUNIPOOYyBaHHS
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0) MeTo/IiB BUNIPOOYBaHb /ISl BUXi/JHUX MaTepiajiB/peareHTiB/mpoMixaux | 11
NpoAyKTiB Ta/abo A®I abo Airouoi peuoBUHU

2.1.5.2. BHeceHHs 3MiH Mic/15 3aTBep/)KeHHsI IPOTOKO,/1y ynpasaiHasa A®PI 11
abo Jir0ouoi peyoBUHH

2.1.5.3. BuiyueHHs 3aTBep/PKEeHOr0 MPOTOKO,/1y ynpaB/iHHA 3mMiHavu s  IA IB*
A®I abo firouoi peuoBUHH

2.2. T'oToBHI JTIKapChKHH 3aCi0
2.2.1. Omuc Ta ckaaj

2.2.1.1. 3miHa a0 AoAaBaHHSA IITAMIIIB, MOTOBIIEHb a00 iHIIMX MapKyBaHb, YK/IIOYaIOUH
3aMiHy a0o AogaBaHHA ¢ap0 A/ MapKyBaHHS JIIKapCHLKOT0 3aco0y

a) 3MiHM IITaMIIiB, MOTOBIeHb a00 IHIUX MapKyBaHb IA Ib*
0) 3MiHa PUCKH, MPU3HAYEHOI /1A MO/i/Ty Ta0/IeTKH Ha PiBHi 1031 Ib
B) iHIIi 3MiHHM IA 1B II

2.2.1.2. 3miHa ¢opmu abo po3mipiB JikapcbKoi popMu
a) Ta0/1eTKM 3 HeralHUM BHBi/IbHEeHHSIM, KarlCy/Id, Cyrno3uTopii Ta mecapii IA  Ib*

0) ikapceKi oopMu, CTiHKI 10 [Jjii IUTYHKOBOTO COKY, 3 MoaudikoBanum  Ib
a00 MPO/IOHrOBaHMM BHUBLIGHEHHAM Ta JiJTUMi Ta0/1eTKH, IPU3HAYeHi /IS
MoJi/ly Ha pPiBHi A03HU

B) iHIIi 3MiHHM IA 1B II
2.2.1.3. 3miHa y ck/1aji (A0MOMi>KHHX PeUyOBHHAX) FOTOBOIO JIIKapChKOr0 3aco0y

a) CMaKoOBi 00aBKH a00 DapBHUKH

A0 aBaHHsA, BUIy4YeHHA a0o 3amMiHa IA Ib*
30L/IbIIeHHs a00 3MeHIIeHHs IA Ib*
0) iHmIi JOMOMDKHI peuoBHHHI II

OyAb-siKa He3HaYHa 3MiHa KiJIbKICHOr0 CK/Iafly AONOMDKHHUX PEUOBHUH Y IA Ib*

rOTOBOMY JIIKapCbKOMY 3aco0i

AKiCHi a00 Ki/IbKicHI 3MiHH 110/10 0/jHi€i a00 AEKITBKOX JOMOMDKHHMX I1
PEUYOBHH, IKi MO)XKyTh 3HAUHO BIUIMHYTH Ha 0e3neKy, sIKiCTb a0o
e()eKTHBHICTH FOTOBOT0 JIIKapCHKOI0 3aco0y

3MiHa y JlikapcbKoOMYy 3aco0i 0iostoriuHoro/imyHosioriunoro moxomkenuss 11

0y b-sIka HOBa /[OTIOMDKHA PeYOBHHA, 1[0 BK/TIOYA€ BUKOPHCTaHHS II
Marepia’iiB JIIOACHKOro abo TBAPUHHOI'O MOXO/PKEHHS, /I/Is SIKUX
BHMAaraeTbCs OIiHKA JaHHX 3 BipycHOI 0e3meku a0o pu3uKy nepeaayi
30yAHUKIB ryouaroi enmedasronarii

3MiHa, IKa MiATBePAKY€EThCs AOC/Ti/PKeHHAMM 3 eKBiBa/IeHTHOCTI I1

3aMiHa O/IHi€i JOMOMDKHOI peYoBHHHM Ha iHIIy 3 THMH CAaMHUMH Ib
(yHKIlioHATBHUMH XapaKTepPUCTUKAMH Ta HA TOMY CaMOMYy PiBHi
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B) iHIIi 3MiHM IA 1B II

2.2.1.4. 3MiHa MacH MOKPHUTTS JIKapCbKUX (opM /ISl IeEpOPa/IbHOr0 3aCTOCyBaHHA abdo
3MiHa MacH 000/I0HKH KaricyJ1

a) TBep/ii JTiKapcbKi ¢popMH //Is1 MepopaibHOr0 3aCTOCYBaHHS IA Ib*

0) tikapceKi Gopmu, CTiliKi A0 Aii IVTYHKOBOT0 COKY, 3 MOAH(DIKOBAaHHUM I1
BHUBLUIbHEHHAM a00 MPOJ/IOHIOBAHOI Aii, /I AKUX MOKPHUTTHA €
BUpillla/IbHUM YHHHUKOM MeXaHi3My BUBi/IbHeHHSI

B) iHIIi 3MiHU IA 1B 11

2.2.1.5. 3miHa KOHIIeHTpaLii B 0KpeMiii 103i 0araTojo3oBoro jikapcskoro  II
3aco0y /I/isi MapeHTepPa/IbHOI0 3aCTOCYBaHHS, KOJIU KUIBKICTh JAil0uoi
PEUOBHHHU Ha OJAMHHUIIIO 1034 (TOOTO cuila AAii) He 3MIHIOETHCA

2.2.1.6. BuiyyeHHs KOHTelHepa 3 PO3UMHHHUKOM 3 YIIAKOBKH Ib
2.2.2. BUpoOHHULTBO

2.2.2.1. 3amiHa a0o BBeieHHs JO/JaTKOBOI AL/IbHUI]i BUPOOHUIITBA I/ YaCTUHU a0
BCHOr0 BUPOOHHUYOI0 MPOIeCy TOTOBOIO JIIKAPCHKOr0 3aco0y

a) AILHULA A/ BTOPUHHOT'0 NaKyBaHHA IA Ib*
0) AITBHULA /1A TePBUHHOIO0 NMAKyBaHHS IA Ib*
B) JUTBHHIS, Ha AKiA MPOBOAATHCA OyAb-AKi BUPOOHHMYI cTazil, 3a I1

BHHATKOM BHITYCKY Cepiii, MPOBe/leHHS KOHTPOJII0 AKOCTi Ta BTOPUHHOT'0
NMaKyBaHHs, /1A JTIKAPCHKHUX 3ac00iB 0i0/10riYHOr0/iMyHO/IOTiYHOTO
MOXO/)KeHHA

r) ATbHULS, AKA BUMarae npoBe/ieHHsI IEPBUHHOI MepeBipKu II
BHPOOHHUIITBA a00 NMepeBipKH BUPOOHMI[TBA KOHKPETHOT0 IOTOBOI0
JIIKapCbKOro 3aco0y

I) ITBHUIA, Ha AKiA MPOBOAATHCA 0yAb-AKi BUPOOHMYI cTajii, 3a Ib
BUHSITKOM BHUITYCKY Cepiii, KOHTPOJII0 SIKOCTi, IEPBUHHOI'0 Ta BTOPUHHOT'O
NMaKyBaHHS, /I/Isl HECTEPUWILHHX JIIKapChbKHUX 3ac00iB

A) AITBHMIS, HA AKiH MPOBOJATHCA 0y Ab-sIKi BUPOOHMUI CTajji, 3a Ib
BHHATKOM BHITyCKY Cepii, KOHTPOJII0 AKOCTi Ta BTOPUHHOI0 MaKyBaHHA

AJIS1 CTePU/IbHUX JIIKAPCHKUX 3aC00iB, 0 BUP00,/IeHi 3 BAKOPUCTAaHHAM
ACenTHUYHOI'0 METOY, 3a BUHATKOM JIiIKapCbKHX 3ac00iB
0i0/10riYHOr0/iMyHO/IOTIYHOT0 TTOXO/PKEHHS

e) iHimi 3Minu IA 1B II

2.2.2.2. 3MiHH, 11]0 CTOCYIOTBHCS BUITYCKY cepii Ta KOHTPOJII0 IKOCTi TOTOBOI0
JIIKapCBKOro 3aco0y

a) 3amiHa a0o JoAaBaHHA Ji/TbHMIYI, HA AKIH 3JIHCHIETHCA IA Ib*
KOHTPOJIb/BUIIPOOYBaHHA cepii

0) 3amiHa a0o /j0/JaBaHHs BUPOOHMKA, BilIOBiIa/TbHOr0 32 BUITYCK cepii

He BK/II0YaK4YH KOHTPO/Ib/BUIIPOOYBaHHA cepii IA Ib*
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BKJTIOUAIOYH KOHTPO/IL/BUIIPOOYBaHHSA cepii IA Ib*

BKJTIOUAI0YH KOHTPO/IL/BUIIPOOYBAaHHSA Cepii JJis JIiKapCcbKOro 3acody I1
0i0/10TiYHOr0/iMyHO/IOTIYHOT0 TTOXO/PKEHHS Ta OAMH 3 METOAIB aHaJIi3y,

II}0 3aCTOCOBYETHCA HA JAi/IbHUIL, € Oio10riyHUM/iMyHO/TOTIUHAM/
iMyHOXiMiYHUM MeTO/j0OM

2.2.2.3. 3miHu y nponeci BHpOOHHIITBA FOTOBOIO JIIKAPCHKOI0 3aco0y

a) He3HA4YHa 3MiHa y nporjeci BUPOOHULITBA TBEPAOi JIiKapcbKoi ¢hopmu IA Ib*
AJISI IepOPa/ILHOr0 3aCTOCYBaHHA 3 HeraifHUM BUBI/IbHEHHSIM a0
PO3YMHIB /I/Ifl IepOPa/IbHOr0 3aCTOCYBaHHSA

0) 3miHa y nponeci BUPOOHUIITBA, AKA MO)KE€ MAaTH iCTOTHUH B/IMB Ha II
SIKICTh, 0e3neKy Ta eeKTHBHICTD JIIKapCHKOro 3aco0y

B) JIIKQPCHKHUH 3acib € TikapcbKHUM 3ac000M 0iostoriuHoro/imyHostoriunoro | 11
MOX0/PKEHHS Ta 3MiHa BUMarae npoBeieHHsI MOPiBHAIBHUX JA0C/Ti/HKeHb

r) Be/leHHSI HeCTaHJAaPTHOr0 MeTOAY KiHI[eBoi cTeputi3ailii I1
I) BBeJleHHsI a00 30i/IbIIIeHHsI PUITYCTUMOr0 HA/J/THIIKY Aitouoi peuoBunu 11

A) He3HA4YHa 3MiHa y mpoieci BAPOOHUIITBA BOJHOI CyCreH3ii s Ib
MepopPaIbHOI0 3aCTOCYBaHHS

e) i 3MiHu IA 1B II

2.2.2.4. 3miHa po3Mipy cepii (BK/Il0UaruM iana3soH po3mipy cepii) roToBoOro JiKapcbKoro
3aco0y

a) 30i1bIeHHs 0 10 pa3iB nopiBHAHO i3 3aTBepA)KEHUM PO3MipoM cepii IA Ib*

0) 3menmeHHs /0 10 pa3iB nopiBHAHO i3 3aTBep>)keHHMM po3MipoMm cepii IA Ib*
B) 3MiHa BUMarae oIjiHK1 NOPiBHAHHOCTI (MpoBe/ieHHA MOPiBHAILHUX II
AOC/T/PKeHb) JIIKapCbKOro 3aco0y 0i0/10riuHOro/iMyHO/I0TiYHOTO

MOX0/[KeHHS

r) 3MiHa CTOCY€ThCS BCiX iHIIHX JiKapCbKHX (JopM CyKynHoOro II

(KOMIL/IEKCHOT'0) BUPOOHHUYOTO MPOIeCy

1) 30i/1b1IeHHsI PO3Mipy cepii 0i1bi HiXK y 10 pa3iB mopiBHAHO i3 Ib
3aTBep/A>KeHHM Po3MipoM /i TBep/UX JiKapcbKHUX (hOpM 3 HeraitHuM
BUBLIbHEHHAM

) MaciTab A/ TiKapCcbKOro 3acofy 6io/10rivHoOro/iMmyHo/10riYHOT0 Ib
TOX0/PKEHHS 30i/IbIIUBCS/3MeHIIUBCSA 0e3 3MiHM BUPOOHHYOT0 MPOLeCcy
(HanpuKIaj, Ay0/II0BaHHA JTiHii)

e) i 3MiHu IA 1B II

2.2.2.5. 3MiHu BUNIPOOyBaHb a00 JONMYCTUMHX MeXX, BCTAHOB/IEHHX Y
cnenudikaniax, mig yac BUPOOHUIITBA FOTOBOIO0 JIIKAPCHLKOI0 3aC00y

a) 3BY)KeHHS [JOIyCTUMHUX MeX IA Ib*

0) 0TIOBHEHHS HOBOT'0 MeTO/ly BUIIPOOYBaHHSA Ta JOMYCTUMHX MeX IA Ib*
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B) BHJIyYeHHS HECYTTEBOr0 BUNPOOyBaHHS IA Ib*

r) BWIy4eHHs1 BUIIPOOYBaHHs Yy MpPoIeci BUPOOHHUI[TBA, IKe MO)Ke MaTH II
iCTOTHMII BIUIMB HA 3arajibHy fIKiCTh FOTOBOI0 JIIKAPCHKOI'0 3aCo0y

I) po3LIMPEeHHSA 3aTBepP/H)KeHHX A0MyCTUMHX MeXX /I/Isl MOKAa3HUKIB, sIKi II
MO)KYTh MaTH iCTOTHHUI BIUIMB Ha 3arajibHy sIKiCTb TOTOBOI0 JIIKapChKOr0
3aco0y

A) AOMOBHEeHHs a00 3aMiHa BUNIPOOyBaHHA 3a pe3y/bTaTaMHM JoC/TipkeHb 3  Ib
Oe3nexu abo AKOCTI

e) i 3MiHu IA 1B II
2.2.3. KoHTpO/Ib JOTIOMDKHMX PeYOBUH

2.2.3.1. 3miHa nmapametpiB crienu@ikaiiid Ta/ado AOMYCTUMHX MeX /ISl AOTIOMDKHOI
PEeYOBHHU

a) 3BY)KeHHS [JOIyCTUMHX MeX IA Ib*

0) nonoBHeHHs cnenugikalii HOBUM MOKa3HUKOM 3 BignoBiguum metogqom IA  IB*
BUNPOOYBaHHA

B) BWIy4eHHA i3 cnenu@ikanii He3HaUuHOro noKasHuka (Hanpukiag, IA Ib*
BU/IyYeHHs 3aCTapi/ioro noKa3sHUKa)

r) 3MiHa 3HaX0AMThCS M03a 3aTBeP/)KeHUMH J0IyCTUMUMH MeKaMH II
cnerjugikarin
r) BWIydyeHHs i3 cnenudikailii mokasHuKa, SKMA Mo)Ke MaTH iCTOTHUM II

BIUIMB Ha 3arajibHy sIKiCTb TOTOBOI'0 JIiKapCHKOT0 3aco0y

) fomoBHeHHs a0o 3aMiHa MoKa3HUKa crnenuikanii 3a pe3ybTaTaMu Ib
JAOC/T/PKEHDb 3 0e3meKkH a0o AKOCTI (3a BUHATKOM JIIKapCbKHX 3ac00iB
0io/10riyHOr0 Ta iIMYHO/IOTIYHOTO IIOXO/KEHHS)

e) iHimi 3Minu IA 1B II
2.2.3.2. 3miHa y MeT0/jax BUNIPOOYBaHHSA JONOMDKHOI pe4OBUHHU
a) He3HayHi 3MiHM y 3aTBepP/)KEHHUX MeTOo/laX BUNIPOOYyBaHb IA Ib*

0) BWIyueHHs MeTOAYy BUNPOOYyBaHHSI, IKIIIO0 a/IbTEPHATUBHUH MeTOJ IA Ib*
BUIIPOOYBaHHA B)Ke 3aTBep/KeHO

B) 3aMiHa 0i0/10riYHOr0/iMyHO/IOTiYHOT0/iMyHOXIMIYHOI0 MeTOy II
BUIIPOOYBaHHsA a00 MeTO/y, Y AKOMY BUKOPHCTOBY€EThCA 0i0/10riuHMI
peareHT

r) iHIIi 3MiHK y MeTojaX BUNPOOyBaHHs (BK/IIOYAI0UH 3aMiHy a0 Ib
JOlaBaHHA)

2.2.3.3. 3amiHa /pKepesia ojep)KaHHA JONOMDKHOI peYOBUHU a00 PeaKTHUBY, 1[0
CTAaHOBUTH PU3HK Mepejadi 30y JHUKIB ryouaToi eHuedanonarii

a) MmaTepiaJty, [0 CTAaHOBUTH PU3HK Nepejadi 30y JHUKIB ryouartoi
ennedasionarii, Ha MaTepias pOCIMHHOT0 A00 CHHTETUYHOTO MOXO0/PKEHHS
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JJIsl AOTIOMDKHHUX PeYOBHH a00 peaKTHBIB, sIKi He BAKOPHCTOBYIOTHCA Y IA Ib*
BHPOOHMI[TBI aKTUBHOI Cy0cTaHIlii 0io/10riyHOr0/iMyHo,/I0TiYHOTO

MOX0/)KeHHs1 a00 JTiIKapChbKOro 3aco0y 0io/10riuHoro/iMmyHo/10riyHOr0

MOXO/KeHHS

AJIS1 AOMOMIKHHMX PeYOBHH a00 PeaKTHUBIB, AKi BAKOPHCTOBYIOTHCH Y Ib
BHPOOHHUIITBI aKTHBHOI Cy0cTaHIii 0io/10riyHOro/iMmyHo/10riyHor0
MOX0/PKeHHs a00 JIIKapCchbKOro 3aco0y 0i0/10riyHOro/iMyHO/I0TiYHOTO
MOXO0/KeHHS

0) 3amiHa a0o J0AaBaHHA PEYOBHUHH, {0 CTAHOBUTH PU3UK Mepeayi II
30y JHUKIB ryouaroi eHnedanonarii, ad0o 3aMiHa pe4OBHHH, 10 CTAHOBUTH
PH3UK Tepejadi 30yAHUKIB rydouaToi eHedasnonarii, Ha iHIIy peyoBHUHY,

1[0 CTAHOBUTH PHU3UK Mepe/adi 30yAHUKIB ryouaroi ennedanonarii, g

sIKoi HeMae ceptudikara BignoBigHocTi €BponeiicbKiil papMmaxomnei mo 0
ryouaroi ennedanonarii

2.2.3.4. 3vinu B MeTo/ji cMHTe3y ab0 pereHeparii HepapMakKoneHHoi JOMOMDKHOI
pedoBHHM (3a HASABHOCTI B /10Ch€)

a) He3HAYHi 3MiHM y MeTO/i CHHTe3y a00 pereHeparirii IA Ib*

0) 3minm y cienu@ikariii abo 3miHa ¢iznko-xiMiuHMX B/IaCTHBOCTEH II
AOMOMDKHOI pe4OBHHH, III0 MOXKe MaTH BIUITMB Ha AKiCTh FOTOBOT0
JIIKapCBKOro 3aco0y

B) /IONIOMiKHA PeYOBHHA € PeYOBHHOIO 0i0/I0TiYHOr0/iMyHO/IOTiYHOTO II
MOXO/)KeHHA
r) iHIIi 3MiHK IA 1B 11

2.2.4. KoHTpOJ/Ib TOTOBOI0 JIIKapCHKOT0 3ac00y

2.2.4.1. 3mina napametpiB cnienudikaniii Ta/ado JOMyCTUMHX M€K FOTOBOIO JIIKapChbKOTr0
3aco0y

a) 3By)KeHH# J0MYCTUMHUX MeX IA Ib*

0) 3BY)K€HHSA JJOIYCTHUMHUX MEeX /s JIIKapCbKOTro 3aco0y, 1o mijisrae IA Ib*
odiniiiHoMy BUNyCKY cepii

B) /JONOBHeHHA crnerfudikanii HOBMM NMOKa3HUKOM 3 BignoBigaum metogom IA  IB*
BUNPOOYBaHHA

r) BWIy4YeHHs He3HAUHOI'0 NMOKa3HHKa (HanpUKJ/Iaj, BUJTyUYeHHsA IA Ib*
3aCcTapi/jioro NoOKa3HUKa)

I) 3MiHa 3HAXOJUTHCA 103a 3aTBeP/HKEeHNMH I0NyCTUMHMH MeXXaMHu II

A) BUWIy4YeHHsI NOKa3HUKA, AKUH MO)Ke MaTH iCTOTHUM BIUIMB Ha AKiCTh II
roTOBOI0 JIIKapCHKOro 3acoly

€) JonoBHeHHA a00 3amMiHa MOKa3HUKa crnenudikariii 3a pe3y/ibTaramMu Ib
AOC/Ii/PKeHb 3 0e3meKH a0o AKOCTi (3a BUHATKOM JIIKapCHKHX 3aC00iB
0i0/10riuHOr0/iMYHO/IOTiYHOTO MOXO/)KEHHSI)

€) iHIi 3MiHN IA 1B II
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2.2.4.2. 3miHa y MeTOAaX BUNIPOOYBAaHHA rOTOBOIO0 JIiKapChbKOro 3acody
a) He3HAYHa 3MiHA Yy 3aTBep/PKEHHX MeTojaX BUMPOOyBaHHS IA Ib*

0) BWIy4eHHsI MeTo/ly BUIIPOOYBaHHs, AKIIO B)Ke 3aTBEP;KEHO IA Ib*
a/IbTePHATUBHUU METO/]

B) 3MiHa y 6io/ioriuHoMy/iMmyHoO/I0TiUHOMY/iMyHOXIMiYHOMY MeTO/i II
BUNPOOyBaHHS a00 MeTO/i, y IKOMY BUKOPHCTOBY€ETHCA Dio/1oriuyHui
peareHT

r) iHmi 3MiHM y MeToiaX BUNIPOOYBaHb (BK/IIOYAI0YHU 3aMiHy a0o Ib
JAOTIOBHEHHA)

2.2.4.3. 3MiHH, AKi CTOCYIOTHCSI BUPOOHHYOrO0 MpoLiecy y peasibHoMy vaci | 11
a0o BUIMyCKY 3a mapaMeTpaMH JJIsi FOTOBOI0 JIIKAPCHKOTo 3aco0y

2.2.5. Cucrema ynakoBKa/yKyrnopka
2.2.5.1. 3miHa y nepBHHHIN yIaKOBI{i FOTOBOI0 JIIKAPCHKOr0 3ac00y

a) AKICHUH Ta KiTbKiCHUHN CK/Iaj

TBepJi ikapcbKi popmu IA Ib*
M’fIKi Ta HecTepH/IbHi piAKi nikapcbKi popmu Ib
CTepPWIbHI JIIKapChKi 3ac00U Ta JIiKapcbKi 3aco0u II

0i0/10riuHOr0/iMyHO/IOTiYHOTO MOXOPKEHHS

3MiHa CTOCY€THCS 3HIDKEHHS CTYINeHs 3aXHCTy OHOBJ/ICHOI YITaKOBKH, II
SIKIII0 HAasABHI Bi/{IOBi/{Hi 3MiHM B yMOBax 30epiraHHs Ta/ado CKOpOUYeHHsI
TepMiHy NPUJAATHOCTI

0) TMII KOHTeliHepa
TBepAi, M’sIKi Ta HecTepU/IbHI PiAKi JikapcbKi (hopMu Ib

CTepWIbHIi JIKapChKi 3aC00M Ta JIiKapchbKi 3aco0u II
0i0/10riYHOTr0/iMyHO/IOTIYHOT0 TTOXO/PKEHHS

B) iHIIi 3MiHU IA 1B 11

2.2.5.2. 3mina napametpiB cnenuikanii Ta/ado JOMYCTUMHX MeXX IEPBUHHOI YIIAKOBKH
roTOBOI0 JIIKapCHKOro 3acoly

a) 3By)KeHH# J0NMyCTUMHX Me)X, BU3HaUeHHUX y cnenuikamii IA Ib*

0) nonmoBHeHHs crienu(ikallii HOBUM MOKA3HUKOM 3 BignoBiguum merogom IA  IB*
BUIIPOOYBaHHA

B) BU/Iy4YeHHA He3HAYHOI0 NOKa3HUKA (HaNpUK/a/, BUTyYeHHS IA Ib*
3aCcTapi/ioro MoKa3HUKa)

r) JoJlaBaHHs a00 3aMiHa MOKA3HMKA 3a pe3y/IbTaTaMH JOC/TiPKeHb 3 1b
0e3nexku ado AKOCTI

r) iHmn 3MiHK IA 1B 11

2.2.5.3. 3miHa y MeTo/jax BUNIPOOyBaHHs MEPBUHHOI YIIAKOBKHU rOTOBOI'0 JIIKapCHKOI0
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3aco0y

a) He3HAYHi 3MiHM y 3aTBep/KeHUX MeTOoAaX BUIIPOOyBaHb IA Ib*
0) iHmi 3MiHM y MeTOax BUNPOOYBaHb (BK/IHOYAUH 3aMiHy a0 IA Ib*
JOaBaHHA)

B) BUJIy4eHHSI MeTO/ly BUIIPOOYBaHHs, AKIIO0 B)Ke 3aTBEP/>KEHO IA Ib*
a/IbTepHAaTUBHUA

2.2.5.4. 3mina ¢opmu ado po3mMipy KoOHTeilHepa UM 3aKynopIOBaILHOI0 3aco0y
(mepBHHHOI YIAaKOBKH)

a) HeCTepWIbHI JIIKapChbKi 3aco0u IA Ib*

0) 3miHa (popmu abo po3Mipy OCHOBHOI YaCTMHHU NMAaKyBa/IbHOro Marepiaay  II
(BTOPUHHOI YNIAKOBKH), 1110 MO)Ke MAaTH 3HAaYHHUI BIUVIUB Ha [JOCTaBKY,
3aCTOCyBaHHA, 0e3MeKy Ta CTabi/IbHICTh TOTOBOrO JTIKapCHKOIo 3aco0y

B) CTEpUWIBHI JIIKapChbKi 3ac001 Ib
2.2.5.5. 3miHa po3Mipy yIaKOBKH rOTOBOI0 JIIKapChKOro 3aco0y

a) 3MiHa K/ILKOCTi 0JUHMIIb (HaNPUKJIaJ, Ta0/IeToK, aMIyJI Ta iH.) B
yIakoBIli:

3MiHa y liana3oHi 3aTBep/KeHUX Po3MipiB ynakKOBKH IA Ib*
3MiHa Mo3a /iiana3oHoM 3aTBep/pKeHUX PO3MipiB yIaKOBKH Ib
0) BUIyUeHHsI yIIAKOBKH MEBHOT0 PO3Mipy IA Ib*

B) 3MiHa MacKH/00’eMy BMiCTy KOHTelHepa 6araTro030Boro crepuibHoro | II
JIiKapCchbKoro 3aco0y (ado 0/JHO/J030BOr0 YaCTKOBOI'0 BUKOPUCTAHHS) Ta
0araTo030B0ro0 JIiKapChbKOro 3acofy 0io/10rivHOro/iMmyHo/I0riYHOT0
MOXO0/PKEHHS /I/IfA MapeHTePa/IbHOr0 3aCTOCyBaHHSA

r) 3MiHa Macu/00’eMy BMiCTy KOHTelHepa 0araTo/030Boro JiikapCbKOro Ib
3aco0y A1 HemapeHTepaJIbHUX 3aCTOCYBaHb (200 0H01030BOr0
YaCTKOBOT0 BUKOPUCTAHHS)

r) iHmn 3MiHK IA 1B 11

2.2.5.6. 3miHa 0y b-IK0i YaCTHHU MaTepia/ly NepBHHHOI YIIAKOBKH, 110 He KOHTAKTYE 3
FOTOBHMM JIIKAPCHKUM 3aC000M (HaNPHUK/IA/], KOJTIP KPHUIIIEUOK 3 KOHTPOJIEM MepPILoro
BiIKPUTTA, KOJIP KOJOBHX Ki/lellb Ha aMITy/IaX, KOHTeliHepa /1 ro/ioK (pi3Hi BHH
MIaCTMacH)

a) 3MiHa, AKA BIVTHBA€ Ha KOPOTKY XapaKTePUCTHKY JlikapcbKoro 3acody IA  Ib*

0) 3MiHa, AKA He BIUTMBA€ HA KOPOTKY XapaKTePHUCTHKY JIIKapCHKOI0 IA Ib*
3aco0y

2.2.5.7. 3miHa nocravyajibHUKA NAaKyBa/JIbHUX MaTepialiB a00 KOMIUIEKTYHUHX (SIKIIIO
3a3HaueHo B /I0ChE)

a) BWIyUYeHHs MocTavajTbHUKa IA Ib*

0) 3amiHa a0o JoAaBaHHA MOCTaYa/TbHUKA IA IBb*
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B) Oy/b-fIKa 3MiHa MoCTaYa/IbHUKA CreicepiB /il A030BaHUX iHranaTopis 11
2.2.6. CTabinbHiCTD

2.2.6.1. 3miHa y TepMiHaX MPUAATHOCTI a00 yMoBax 30epiraHHs roTOBOro JIiKapCbKOro
3aco0y:

a) 3MeHIIeHHsI TepMiHy MPUAATHOCTI FOTOBOr0 JIIKAPCHKOTO0 3aco0y:

AJIS1 TOProBe/IbHOI YIIAKOBKHU IA  Ib*
MiC/Isl epIIoro Po3KPUTTH IA  Ib*
Hic/IA po3YHHEHHsI a00 BiJHOB/IeHHS IA Ib*

0) 30i1bIIeHHA TepMiHY IPUAATHOCTI FOTOBOIO JIIKAPCHKOT0 3aco0y:

AJIS TOPTOBe/IGHOI YIAaKOBKHY (MiATBep/PKY€ETHCSA JAHUMHM CTadiIbHOCTI Ib
peaibHOro yacy)

MiC/IA MepIoro po3KpPUTTA (MiATBEPHKYETHCA JAHUMHU CTadiTbHOCTI Ib
peajbHOro yacy)

Mic/isi PO3YHMHEHHA a00 BiJHOB/IeHHs (MiTBEPHKY€ETHCA JAHUMH Ib
CTa0i/IBHOCTI peaIbHOrOo Yacy)

30L/IbIIIeHHs1 TePMiHYy MPUJAATHOCTI Ha OCHOBI eKcTpamosALii pesyabrarie | 11
AOC/IiPKeHHA CTabiIbHOCTI, MPOBe/JeHUX He Y Bi/[MOBiJHOCTI 3 BUMOTaMH
HACTAHOBH IIO/I0 AOC/Ii/PKeHHA CTa0i/TbHOCTI JIIKAPCHKHUX 3aco0iB abo
KepiBHux npuHiunis ICH 1100 Aoc/TipkeHHs CTadiIBHOCTI JTIKapChbKUX
3aco0iB

30L/IbIIIEHHsI TepMiHYy NPUAATHOCTI JIiKapCcbKOro 3aco0y Gio/toriunoro/ Ib
iMyHO/IOTiUHOT0 TTOX0/PKeHHsI Ha OCHOBI pe3y/IbTaTiB JOCTi/HKeHb
CTa0i/IbHOCTI, MPOBeJeHNX BiJIOBIHO /10 3aTBeP/A>KEHOr0 MPOTOKO/Ty
CTabi/IbHOCTI

B) 3MiHa B yMOBax 30epiraHHs JikapcbKoro 3aco0y 6iosioriunoro II
MOXO/)KeHHsI, AKIIO A0C/Ti/PKeHHA cTablibHOCTI O0y/TH MpoBe/ieHi He y
BiIOBiAHOCTI 10 3aTBeP/PKEHOr0 MPOTOKO,Ty CTadi/ILHOCTI

r) 3MiHa B yMoBax 30epiraHHsi FOTOBOI0 JIIKapChKOro 3aco0y abo micis Ib
PO3UHHEeHHSI/BiAHOB/IeHHS

r) iHIi 3MiHKM IA 1B II
2.2.7. IIpoeKTHUI MPOCTip

2.2.7.1. BBe/JeHHSI HOBOT'0 MPOEKTHOT'0 MPOCTOPY a00 PO3IIHPEeHHSs 3aTBePKeHOro /1A
TrOTOBOIO JIIKAPCHLKOro 3aco0y (3a BUHATKOM JIIKAPCHKHMX 3aC00iB 0io/10riuHOro
MOX0/PKeHHs) 10/10

a) o/fHOr0 ado OinbiIe esleMeHTIB (010K, YaCTHHA) BUPOOHUYOro nporecy 11
rOTOBOIO JIIKAPCHKOro0 3ac00y, BK/IIOUAI0YM KOHTPOJIb y Mporieci
BHPOOHHUIITBA Ta/ad0 MeTO/ 1 BUIIPOOYBaHb

0) MeTo/IiB BUNIPOOYBaHb /IS JONOMDKHUX PeUOBHH/TIPOMDKHHUX II
MPOAYKTIB Ta/a00 roToBOro JIikapcbKoro 3acody
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2.2.7.2. BHeceHHs 3MiH IiC/1A 3aTBep/A)KeHHs NMPOTOKOJ/Iy YNPaB/IiHHSA II
3MiHaMH /i/If TOTOBOTIO JIIKapCHKOr0 3aco0y

2.2.7.3. BunyyeHHs 3aTBep/pKeHOr0 IPOTOKOJTy YIIPpaB/lIiHHA 3MiHaMmu ansa | IA Ib*
roTOBOI0 JIIKapCHKOro 3acoly

2.3. Ceprudikar BignoBigHocri €BponeiicbKiii hapmakonei/Ceprudikar BignoBigHocri
€BponeiiceKiii (hapmakomnei moao ryouaroi eHrjedanonarii

2.3.1. IToganHs HOBOro a6o 0HOB/IeHOTO cepTU(iKaTa BifmoBiHOCTI EBpONEHCHKiN
¢apmakonei

st A®I abo girouoi peuoBHHM/AJ/IA BUXiJHOTO MaTepiay/peareHTy/IpoMi>XHOT0
MPOAYKTY, II}0 BUKOPUCTOBYIOTHCSI Y BUPOOHHUI[TBI ADI a0 Airouoi peuoBruHU/ANA
JAOTIOMDKHOI pe4yoBHHH

a) ceprudikaTt BignoBigHocTi EBponelcbKii papmakonei

HOBHUM cepTudikaT BiJIOBIAHOCTI Bif Jitouoro BUpoOHUKa IA Ib*
OHOBJIeHUH cepTUdiKaT BiJMOBIAHOCTI Bij Jitouoro BUpoOHUKa IA | Ib*
HOBHUM cepTudikaT Bi/JIOBIAHOCTI Bii HOBOro BUpOOHMKA (3aMiHa abo IA Ib*
JAOTIOBHEHHS)

0) ceprudikar BignoBigHOCTI EBponeiichKil papmakomnei moao ryouaroi
ennedanonarii ana API ado girouoi peuoBHHH /BHXiJHOT0 MaTepiaxy/
peareHTy/MpPOMDKHOT0 MPOAYKTY a00 A0NMOMi>KHOI pedoOBHHU

HOBHI cepTudikar BignoBigHocTi A1 API ab6o Jir0uoi peuoBUHH BiJj IA Ib*
HOBOro0 a00 Jil0uoro BUpoOHUKA

HOBMH cepTUdiKaT BiJIOBIJHOCTI A/ BUXiJHOTO IA Ib*
MaTepiany/peareHTy/mpoMi>KHOT0 MPOAYKTY a00 A0NMOMDKHOI pe4OBHHH BiJ|
HOBOro0 a00 /Jil0uoro BUpoOHUKA

OHOBJ/IeHUM cepTUdiKaT BiJMOBIAHOCTI Bij Jitouoro BUpoOHUKa IA Ib*

2.3.2. 3MiHH, MOB’si3aHi 3 HEOOXiAHICTIO MPUBe/JeHHSA Y BiAMOBiAHICTH K0 MoHOTrpadii
Jep>xaBHoi apmakomnei YkpaiHu adbo €Bponelicbkoi ¢papmaxonei

a) 3miHa y cnepudikanii He¢apmakoneiiHoi A®I abo Airouoi peuoBUHH 15
NpUBe/IeHHs Y BiAMoBigHIiCTH A0 BUMor /lep>kaBHOi (hapMaKomnei YKpainu
abo €BpomneiicbKoi hapmakomnei

A®I abo giroua peyoBUHA IA | Ib*

AOMOMDKHA peyoBHHA/BUXIHUI MaTepian /i BupooHunTBa A®I ado IA Ib*
Ail0u0i peuoBUHU

0) 3miHa y cnenudikarnisix, mos’sizana 3i 3miHamu B /lep>kaBHiii (papmakonei IA  Ib*
Ykpainu abo €BponeiicbKiii hapmakomnei

B) 3MiHa y cnienu¢ikaninx, nop’sa3aHa i3 3aMmiHo0 BUMor MoHorpadgii IA Ib*
Jep>xaBHoi hapmakornei Ykpainu Ha BuMoru moHorpadii €BponeicbKoi
¢papmakomnei

2.4. MeauuHi npucrpoi
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2.4.1. 3miHa NPUCTPOIB /1A BUMIPIOBAaHHA 1034 a00 BBe/JeHHSA JTIKaPCHKOr0 3aco0y

a) AoaBaHHA a00 3aMiHA MPUCTPOIO, IKUH He € HeBi/]’€MHOK YaCTHHOIO
NMEePBUHHOI YIIAKOBKH

npucTpil, akuii Mae CE-MapKyBaHHA IA Ib*
creiicep /iisl A030BaHUX iHraisiTopis II
0) BH/IydeHHsI MPUCTPOIO IA Ib*
B) A0iaBaHHsA a00 3aMiHa MPHUCTPOIO, AKUH € HeBi/]’EMHOI0 YaCTHHOIO I1

NMepBHHHOI YIAKOBKHU
2.5. 3MiHH /10 peecTpaLiiHOro MOCBifUeHHsI BHAC/TII0K IHIIMX Pery/siTOpHUX NMPoLeayp
2.5.1. IM®/BA3® (mactep-daiin Ha 1a3my/mMacTep-¢aiii Ha BaKIIMHHUAN aHTHTeH)

2.5.1.1. BK/IloueHHs1 HOBOT'0, OHOBJ/ICHOT0 a00 3MiHeHOro MacTep-daiijia Ha NJIa3My y
Marepia/ii peecTpaniifHOro A0ChE Ha JIIKapChKHii 3aci0 (mponeaypa 2-ro eramy AJis
Macrtep-¢aiisia Ha IIa3mMy)

a) nepBUHHE BK/IIOUeHHs HOBOro MacTep-¢aiiia Ha miasmy, mo BiyimBae | I1
Ha BJIACTHUBOCTi rOTOBOIO JIIKapCHKOr0 3aco0y

0) nepBHHHe BK/IIOUEHHSI HOBOro MacTep-(aiijia Ha niasmy, Iio He Ib
BIUIMBAE Ha BJIACTUBOCTI FOTOBOIO JIIKapChKOro 3aco0y

B) BK/IIOUEHHsI OHOBJ/IEHOT0/3MiHEeHOr0 MacTep-(aiijia Ha 1/1a3my, AKIIO Ib
3MiHHM BIUTMBAKTh Ha BJIaCTUBOCTI TOTOBOIO0 JIIKAPCHLKOI0 3aCo0y

') BK/IIOUeHHS] OHOBJ/IEHOT'0/3MiHeHOr0 MacTep-(aiisia Ha nia3My, IKII0 IA Ib*
3MiHM He BIUTMBAIOTh Ha BJIACTHUBOCTI FOTOBOIO JIiKapChKOro 3aco0y

2.5.1.2. BK/Il0ueHHs1 HOBOT'0, OHOBJ/IEHOT0 a60 3MiHeHOro MacTep-¢aiijia Ha BAKIUHHUAMN
AHTHIeH Y MaTepia/id peecTpaliiHOro J0Ch€ Ha rOTOBUH JIIKapChbKUH 3acid (mpoueaypa
2-ro erany A1 BA3®D)

a) nepBUHHE BK/IIOUeHHs HOBOro MacTep-(aiiia Ha BakiuHHUM aHTures I

0) BK/IIOUEHHSI OHOBJICHOr0 a00 3MiHeHOro Macrep-daiijia Ha Bakuuaau 1B
aQHTHUIeH, KOJIA 3MiHHM BIUIMBAIOTh Ha BJIACTUBOCTi FOTOBOIO JIIKapCHKOT0
3aco0y

B) BK/IIOUeHHs1 OHOBJIEHOT'0 a0o 3MiHeHOro MacTep-(aiiia Ha Bakiuaauii  IA  IB*
QHTHUIeH, KOJIA 3MiHHM He BIUIMBAIOTh Ha BJIACTUBOCTi FOTOBOT0
JIKapCBKOro 3aco0y

2.5.2. [TpoToKoJ ynpas/iiHHA 3MiHaMH

2.5.2.1. Ileper/isij; AOCHE 3 AKOCTI /I/IA BHECEHHsI 3MiH Ha BUMOT'Y KOMIIETEHTHOT'0 OpraHy
Nic/isl OLiHKY NMPOTOKOJIy YNIPaBJ/IiHHA 3MiHaMHU

a) BHeCeHHsI 3MiHU He BUMarae 0y/b-IKMX I0AaTKOBUX CYyNpPOBiJHUX IA IBb*
JaHMX
0) BHeCeHHsI 3MiHM BUMAarae J0JaTKOBUX CYNPOBiJHUX JaHUX 1b

B) BHeCeHHsI 3MiHM /i/If JTIKapCbKOTro 3aco0y Oiosioriunoro/imyHosoriunoro Ib
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MOXO/)KEHHS
I1I. SMIHU IITOA0 BE3IIEKU, EEKTUBHOCTI, PAPMAKOHAIJIAAY
3.1. JIikapchKi 3acobu

3.1.1. 3miHa y KOpPOTKiii XapaKTepPUCTHI}i JTIKAPCHKOro 3aco0y, iHCTPyKii //Isi MeJHYHOT0
3aCTOCYyBaHHA a00 MapKyBaHHi yIIaKOBOK

a) moTpedye HeraifHOro BHeCeHHs, ajie He mi3Hime 30 gHIB IA IB*

0) moTpedye BHeCeHHsI BiimoBigAHO A0 iHdopMarrii Ib
pecdepeHTHOr0/0pUriHA/IBHOIO JIIKAPCHKOTo 3aco0y 0e3 Ha/JlaHHA KOAHUX
HOBHX /IOflATKOBHUX JaHUX 3afBHUKOM

B) MOTpPedy€e BHECEHHSA BiJMIOBIJHO /10 MOCH/IaHb Ha HOBi AojaTKoBi Aani,  II
Ha/iaHi 3aABHUKOM

3.1.2. 3miHa y KOPOTKil XapaKTepHCTHILi JTIKapCbKOro 3aco0y, iHCTPYKIiii /i/isi MeJUUHOT0
3aCTOCYyBaHHfA, = MapPKyBaHHi  yINAKOBOK  TIeHepHUYHHX/KOMOiHOBaHUX/0iomogioHmx
JIKApPCHKUX 3aco0iB Mmic/IA OIiHKH Ti€i )X 3MiHH 1m[0/{0 pedepeHTHOro/OpUriHaJILHOro
JIIKapCbKOro 3aco0y

a) BNPOBA/PKeHHs 3MiH(H), 110/10 AKUX(01) 3aABHUK He HA/IA€ KOAHUX Ib
HOBHX /I0JaTKOBHUX AAHUX

0) BIpoBa/pPKeHHs 3MiH(H), AKi(y) HeoOXiAHO Haja/Ti 00IPyHTYBATH II
HOBHMMH JI0JaTKOBUMH JaHUMH, SIKi MA€ HA/|JaTH 3aABHUK (HanpUKJ/Iaf,
NMOPIiBHAHHICTD)

3.1.3. BHecenHs 3MiH(1) Ha BuUMory MO3 3rigHo 3 peKoMeHAQLiAMHN HaLliOHA/TbHUX
KOMIIeTeHTHHX OpPraHiB, MbKHapOJAHHUX OpraHisaiiii, peryJifTOpHUX areHi{id iHIIUX KpaiH
MiC/IsA OLIHKHY HeramHoro o0Me)xeHHsI II0/10 0e3nmeKu, MapKyBaHHSA, XapaKTepPHOTo JJisi
neBHOi ¢hapMaKo,ioriuHoi Ta/ado apmMakoTepaneBTUUHOI IPYyIH, Pery/IsApHO
OHOBJ/IIOBAHOI0 3BiTy 3 0€3MeKH, IVIaHy ynpaB/IiHHA PU3HKaMH, KOHTPO/IbHHUX
3axo/jiB/crenjia/TbHIX 3000B’s13aHb, 3MiH /|/Is Bij00pa)keHHsI KOPOTKOI XapaKTepPHUCTHKHU
JIKapChKOro 3aco0y Ta iHCTPYKILii /i1 MeJUYHOI0 3aCTOCYBaHHA

a) BNIPOBA/PKeHHA y3ro/pKeHUuX 3MiH y ¢gopMy/Il0BaHHi, 00 AKHUX Ib
3asiBHHK He HaJIa€ )KO/JHUX HOBUX I0JJaTKOBUX JJAHUX

0) BIpoBa/pKeHHsI 3MiH, AKi BUMararTh M0/Ja/IbIIOr0 00fpyHTyBaHHSA II
HOBHMMH J0AATKOBUMH AAHUMH, 1110 HA/Jal0ThCA 3assBHUKOM

3.1.4. 3miHu, 110 MOB’sA3aHi 3i 3HAUHUMHU 3MiHAMHU Y KOPOTKIiH II
XapaKTepHUCTHIIi TIKapCbKOro 3aco0y, iHCTPYKIi A/Is1 MeJHYHOTO
3aCTOCYBaHHS 3TiiHO 3 HOBUMM AQHUMHU 3 AKOCTi, JOK/TIHIYHMMH,
K/IIHIYHMMH AaHUMH Ta JaHUMH apMaKoHarIAaxy

3.1.5. 3miHa y mpaBoBOMY CTaTyCi JiIKapCbKOro 3aco0y

a) /I TeHePUYHNX/KOMOiHOBaHHMX/0ionmoAi0HUX TiKapcbKHX 3aco0iB micis | Ib
3MiHH 3aTBep/PKeHOro MPaBoBoOro crarycy pegepeHTHOro/0pUriHaIbHOIO
JIIKapCbKOro 3aco0y

0) yci iHmi 3MiHM MPaBoOBOro CTATyCy II
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3.1.6. 3mina(u) A0 TepaneBTUYHHX MOKa3aHb

a) A0JaBaHHA HOBOI'0 TepPaneBTHYHOI0 MOKa3aHHA a00 3MiHK II
3aTBepP/A)KeHOro NoKa3aHHA

0) BWIyueHHsI TepaneBTUYHOI0 MOKa3aHHA Ib
3.1.7. BunyyeHnns

a) jJikapcbKa opma Ib
0) cua gii Ib
3.1.8. BBeeHHs HOBOI cucTeMH (papMaKoHarIsAxy

a) sKa He MPoMIIIA OIiHKH BiJJMOBiAHUM HaI[iOHATbHUM KommneTeHTHUM | 11
opraHomM/€EBponeicbK00 MeANYHOI0 areHijiero (EMA) /s iHIoro
MPOAYKTY TOT0 )X 3afABHUKA

0) AKa npoiILIa OWiHKY BiAMOBiAHUM HaliOHA/TbHUM KOMIIETeHTHHUM Ib
OPraHoM/iHIIMMH Pery/JIATOPHUMHM areHWiAMM JAJisl iHIIIOT0 JIiIKapChKOro
3aco0y TOro X 3asiBHUKA

3.1.9. 3minu g0 icHyrouoi cucremu ¢apmMakoHar/iAaAy, sIK 3a3Ha4eHO B OMHCI CHCTeMH
¢bapmakonaraagy

a) 3MiHa YIIOBHOBa)KeHOi 0C00H, BiNIOBifa/IbHOI 3a (hpapMaKoHar,isij IA Ib*

0) 3MiHa B KOHTAaKTHHUX IaHUX YIIOBHOBA)KeHOi 0co0H, BignoBiganbHoiza IA  Ib*
dapmaxonarsaj

B) 3MiHa /10 MpoLeAyPH MiJTPMMKH YyIIOBHOBa)KeHOI 0co0H, BignoBiganbHoi IA | IB*
3a (hapMaKoHarsj

r) 3MiHa 10 0a3u AaHuX 3 0e3nekH (HaNPUK/Iajl, BBeJJeHHA HOBOI 0a3u IA IB*
AAHMX 3 0e3MeKH, BK/IIYaKUH NepeHeceHHs 3i0paHuX JaHuX 3 0e3meKn
Ta/ab0 aHa/Ti3 Ta MOBiJOM/IEHHS 10 HOBOI CCTE€MH)

I) 3MiHM B KOHTPAKTHHX /IOMOBJIEHOCTAX 3 iHINUMH iznuHuMH abo IA Ib*
OPUUYHUMH 0C00aMH, 110 3a/Ty4YeHi 10 BUKOHAHHS BUMOT 3

(¢apmakoHariaay Ta onucali B cucreMi (hapMakoHar/sy, a came: sIKIIO
CKJ/Iafia€ThCsl JOTOBIp CyOmiipsily Mpo MoaHHS eJIEKTPOHHUX

MOBiZIOMJ/IeHb TPO iHUBIlya/IbHUH BUIA/I0K, MTOB’sI3aHUH 3 0e3MeK010

JIIKapChbKOro 3aco0y; Mpo BeJeHHsI FOJIOBHUX 0a3 JJaHUX; MPO BiCTe)XeHHs

CUrHay abo mpo miAroTOBKY pery/isipHO OHOB/IIOBAHOIO 3BiTy 3 0e3neku

1) BUK/IIOUEHHsI TeM, 110 YBIiHII/IM Y MMCbMOBY nporeaypy(u), sika(i) IA Ib*
onucy€e(10Th) AiANBbHICTH 3 (h)apMaKOHarIsAy

e) 3MiHa Ji/IbHMILI, 1[0 MPOBOJUTH Jif/IbHICTH 3 (hapMaKOHArIsAy IA IB*

€) inmi 3MiHM 10 cucreMu (hapMaKoHaraAaAy, Ki He BIVIMBAKTh HAa IA Ib*
¢yHkionyBaHHsA cucreMu (papmakoHar/iAAy (Hanpuk/iaa, 3MiHH

PO3TalllyBaHHA OCHOBHOI'0 apxiBy, afiMiHiCTPaTUBHi 3MiHH, OHOBJ/IEHHA

CKOpOUYeHb, 3MiHM II010 Ha3BU (PyHKIi/mpoieayp)

)K) iHIOi 3MiHM IA 1B II
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IV. Macrep-¢aiin Ha miiasmy (gasi — IIM®)/macrep-¢aiii Ha BAKIUHHMA aHTUTeH (AaJti -
BA3®)

4.1. 3miHa HaliMeHyBaHH#A Ta/a00 MicI[e3HaX0/PKeHHA B/IacCHUKa BA3®D IA | Ib*
4.2. 3miHa HaliMeHyBaHHA Ta/a00 Micie3HaX0pKeHHs B/IacHuKa [IM® IA | Ib*
4.3. 3mina a0bo nepegaua ByiacHocti Ha IIM® Bij 3aTBepAKeHOT0 IA | Ib*
B/IACHHKA HOBOMY Bj1acHUKY ITM® (a came, iHmmomy cy6’ekTy

rocrno/japroBaHHA)

4.4. 3miHa HaliMeHyBaHH#A Ta/a00 MicIe3HaX0pKeHHA yCTaHOBH (3akiaay) IA | IB*
Bi00Opy KpoBi/miazmu

4.5. 3amiHa a0o JoAaBaHHA HOBOI YCTAaHOBH (3aK/1afly) Biidopy 1B
KpoBi/ny1asmu, BHeceHoi y IIM®

4.6. BunyueHHs a0o 3MiHa cTaTtycy (po6oua/Hepodoua) yCTaHOBH IA | IB*
(3ak/1a7y), siKa 3aliMa€eThCsA BiJ00POM KPOBi/mia3Mu ad0 aHaTi3oM 3pa3kKiB
AOHOPCBHKOI KPOBi Ta my/IiB My1a3Mu

4.7. lofaBaHHA HOBOI YCTAaHOBH (3aK/1ajy) 3a00py KpoOBi, sika He BHeCeHa II
y IM®
4.8. 3amiHa a0o JoAaBaHHA YCTAaHOBH (3aK/1afy), iKa 3/iHCHIOE aHATI3 Ib

3pa3KiB /[OHOPCHKOI KPOBi Ta/abo myJ1iB mia3MH, y CKJIa/[i yCTAaHOBH
(3akn1agy) KpoBi, BHeceHoi y [IM®D

4.9. lofaBaHHA HOBOI YCTaHOBH (3aK/1ajy), IKa 3/AiHCHIOE aHAa/Ti3 3pa3KiB II
AOHOPCHKOi KPOBi Ta/ado mystiB ny1a3mu, He BHeceHoi y [IM®

4.10. 3amina abo fofaBaHHA HOBOI YCTAaHOBH (3aKJ1afly) KPOBi, B sIKii Ib
3IMCHIETHCA 30epiraHHs Mia3Mu

4.11. BunyJyeHHsl yCTaHOBH (3aKJ/IaJly) KPOBi, B AAKiH 3iHCHIOETHCS IA Ib*
30epiraHHs nJiasmMu

4.12. 3amina abo AoaBaHHA Cy0’€KTa rocnoaprBaHHA, AKUH 3iHCHIOE 15
TPaHCIOPTYBaHHA IJIa3MH

4.13. BuyyeHHs Cy0’€KTa rocrnojaprBaHHs, AKWH 3/iliCHIOE IA Ib*
TPaHCIOPTYBaHHS I/Ia3MHU

4.14. lopaBaHHS TeCTOBOr0 Habopy, skuil Mae CE-mapKyBaHHS, 415 IA Ib*
TeCTyBaHHS OKPeMHUX 3pa3KiB I0OHOPCHKOi KPOBi B IKOCTi HOBOT'0
TeCTOBOro Habopy a0o 3amiHu 3a3HaueHoro y IIM®

4.15. lopaBaHHS TeCTOBOr0 Habopy, akui He Mae CE-MapKyBaHHS, /I TeCTYBaHHS
OKpeMHX 3pa3KiB JOHOPCHKOI KPOBi B AKOCTiI HOBOI'0 TECTOBOI'0 Habopy ado 3aMiHu
3a3HauyeHoro y IIM®

a) HOBUH TeCcTOBUM Habip, sikuil He OyB 3aTBepkeHuit y [IM® st IT
TeCTyBaHHS OKPeMHUX 3pa3KiB JOHOPCHKOI KPOBIi B iHIIINM yCTaHOBI KpPoBi

0) HOBHI TeCTOBUM HAOIp, AKuii OyB 3aTBepHKkenuii y [IM® pis IA Ib*
TeCcTyBaHHA OKpeMHX 3pa3KiB JJOHOPCHKOi KPOBi B iHIIIil ycTaHOBi KPOBI

4.16. 3mina HaGopy/mMeTo/y, AIKi BUKOPHCTOBYHTBCS /ISl TeCTYBaHHSA I1
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nyJiiB I1a3Mu (aHTHTLIAa a00 aHTUreHH, a00 NAT-TecTyBaHHS
(TexHonoris amiutidikanii HyK/1eiHOBUX KHCJIOT)

4.17. BBepieHHs1 a00 MPO/IOB)KeHHs CTPOKY iHBeHTapu3aliiiHoi nporegypu  IA  Ib*
AJIs1 3pa3KiB IOHOPCHKOI KPOBi

4.18. BuyueHHs a00 CKOPOYEeHHsA CTPOKY iHBeHTapU3aliiHoI mpoueypu Ib
AJ1A 3pa3KiB /JOHOPCHKOi KPOBI

4.19. 3amina abo fofaBaHHA KOHTEHHEPIB /I/Is1 KPOBi (HaNpUK/Iaj, IUIAIIKH, MAKeTH)
a) HOBi KOHTelHepH /11 KpoBi MaloTh CE-MapKyBaHHA IA Ib*
0) HOBi KOHTeliHepH /1s1 KPOBi He MawTh CE-MapKyBaHHA I1

4.20. 3miHHu y 30epiraHHi/TpaHCIOPTYBaHHI

a) yMOBH 30epiraHHs Ta/ab0 TpaHCOPTYBaHHA IA IBb*
0) MaKcUMa/IbHUH CTPOK 30epiraHHs i I/Ia3MH IA IB*
4.21. BnipoBajiykeHHsI TeCTyBaHHS Ha BipyCHi MapKepH 3a YMOBH, III0 TaKe I1

BIIPOBA/PKEeHHsI 0y/ie MaTH CyTTEBUI BIUIMB HA OLJIHKY BipyCHOI 0e3meKu

4.22. 3MiHU y IPUroTyBaHHI MyJ/IiB 1/1a3MM (HanpUK/Ia/l, MeTOA Ib
NPUrOTYBaHHSA, PO3Mip myJ1y, 30epiraHHsi 3pa3KiB MyJIiB M/Ia3MH)

4.23. 3mMiHH y 3aX0/]ax, fAKi 0y yTh B)KHTi, AKII[0 PeTPOCIIEKTHBHO Oy/e II
BCTaHOBJICHO, 1[0 3pa3KH AOHOPCHKOi KPOBi HE00Xi{HO BUK/TIOUUTH 3
npouecy (peTpocneKTUBHI JOCTi/HKeHH)

*IKujo 00HA 3 yMOB He BUKOHYEMbCS i Yto 3MiHy HeMOKHCAUBO 8idnecmu 00 3miH IT muny.

[ns [moKymeHTIB, 11J0 MOJaBalucs Ha peecTpalito y ¢dopmMati yoTupbox vactuH (Jomatok 9 mo
[TopsfKy), HaZAKOTHCS:

3miHM y vacTtuHi | peectpaniiHOro foche 0

3BIT ekcriepTa
3minu y vactuHi I peectpauiliHoro gocke 0

OHOBIEHHSA
3minu y vactuHi 111 peectpariniHoro focse o

LlornoBHeHHs
3minu y yactuHi [V peectpalljiliHoro goche 0

[nst mOKyMeHTIB, 1[0 ToJaBa/lCsa Ha peecTpaiiito y (opmari 3arajibHOTO TeXHIUHOTO JOKYMeHTa
(Jomarok 5 po INopsaKy), HaJarOThCS:

3MiHM y MoZayJii 1 peecTpaliiitHOroO 0Che 0 Kopotkutii ormsiz

3MiHM Yy MOZYJIi 2 peeCcTpaLifHOr0 A0ChE Y Pe3tome
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3MiHM y MOZAYyJIi 3 peecTpaLiiitHOro J0Che o
3MiHM Yy MOZYJli 4 peeCcTpaLiiHOrO A0ChE o

OHOBJ/1eHHSA 0
3MiHU y MOJYJIi 5 peecTpaliiHOTO A0Che o

[oroBHeHHS 0

[Hma(i) 3asBa(n)
(Oalime kopomke 00TPYHMYB8AHHA 3aNPONOHOBAHUM 3MiHAM a0 THWUM 3MiHAM, 3as61eHUM napaneabHo, abo
NOHOB/1eHHIO 3asi8U, ADO PO3WIUPEHH!O 3as18U)

3micT (nepepaxytime eci 3miHuU 8 cmuchili popmi)

[TepemymMoBH /151 BHECEHHS 3MiH Ta 00IPYHTYBaHHS MOCTiJOBHUX 3MiH (SKIL[0 HEOOXi/THO)
(Hadalime Kopomke NOSICHEHHSI nepedymMoe8am O/151 NPONOHOBAHUX 3MiH, A MAKOXMC OOIPYHMyeaHHs y pasi
Nnocni008HUX 3MiH)

Hiroua pepakijis™ IIponnoHoBaHa pefakuis™

* Ykaosicimpb mouny ditouy ma nponoHoeary pedakyiio abo cneyugikayito; y pasi 3miH, aKi Cmocylombcs MApKy8aHHs
nepeuHHol, 8MOPUHHOT (3a Hass8HOCMI) ynako8oK ma iHCMpyKyil 013 MeouuHo20 3acmocysaHHs AiKapcbkozo 3acoby,
niokpecaimb abo gudinimpb 3MiHeHi croea, ykasaHi 8 mabauyi suwje, abo nodaiime okpemum 000AMKOM.

HopatiTe (3a HEOOXiJHOCTi) TMPOITOHOBAHI TEeKCTH iH¢oOpMaIlili mpo iKapcbKui 3acib (KOpoTKa
XapaKTepUCTUKa JIiIKapChKOTO 3acoly, iHCTPYKIis A/ MeJWYHOrO 3aCTOCYBaHHS, MapKyBaHHS
TepBUHHOI Ta BTOPUHHOI (3a HAsBHOCTI) YIAKOBOK) Ta iHIII Marepianu, siki OOIPYHTOBYIOTH
BHECEHHS 3MiH.
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