Honatok 11

Jo IlopsinKy ripoBesieHHs eKCIIepTU3U
peecTpaliiHiX MaTepiaiB Ha JIIKapChbKi
3aco6w, 1110 TIOJA0TLCS Ha JiepKaBHY
peecTpaLito (mepepeecTpariito), a TAaKOX
eKCIepTU3U MaTepiasiiB PO BHECEHHS 3MiH
Jl0 peecTpaLiiHUX MaTepiasliB NpOTAroM [ii
peeCTpaLiitHOro MOCBiAueHHs

MATEPIAJIN PEECTPAIIIMTHOI'O JIOCHE,
1110 TOAAIOTHCA /ISl eKCIePTU3U NPU BHeCeHHi 3MiH /10 peecTpaljiitHuX MaTepiajiB
NMPOTAroM Jiii peecTpaliiiHOro MOCBiJUeHHs

I. AZMIHICTPATHUBHI 3MIHU

1.1. 3miHa HaliMeHyBaHHs Ta/ab0 MicLe3HaX0>KeHHS YmoBy, ki | [lokymentn, Tun
3asiBHUKA (B/IaCHMKA PeeCTPAL|iiHOr0 MOCBiueHH ) MalTh OyTH = fIKi MAlOTh | 3MiHH
BUKOHaHI oyTH
npejcTaB-
JIeHi
1 1,2 IA
YMoBH

1. BacHUKOM peecTparjiiHOro MOCBi[UeHHS TIOBMHHA 3a/IUIIIATUCS OJ[HA 1 Ta cama FOpuuuHa 0coba
abo ¢i3nuHa ocoba - i IpreMel]b.

JoKymeHTaLlis

1. JIoKyMeHT BiZITIOBiTHOTO KOMIIETEHTHOTO YTIOBHOBa)>XEHOTO OpraHy, B SIKOMy 3a3HaueHO HOBe
HaliMeHyBaHHs1 Ta/abo HOBe MiCIie3HaXO/PKeHHS 3asiBHUKA (BJIaCHUKA PeeCTPaLiiHOTO MOCBiAueHHs).

2. OHoB/eHi: KOpOTKa XapaKTepHUCTHKa JiKapcbKoro 3aco0y, iHCTPYKI[isi [ MeAUYHOro
3aCTOCYBAHHSI Ta MPOTIO3HLIii /0 MApKyBaHHS Ha YIaKOBIIi JTiKapChbKOTo 3aco0y (3a HeoOXiHOCT).

1.2. 3miHa TOproBe/IbHOI Ha3BH JIIKAPCHKOT0 3aco0y YmoBuy, ki | lokymentn, Tun
MaTb OyTH = fIKi MAlOTh | 3MiHH
BUKOHaHi oyt
npejcTaB-
JIeHl
1 1,2 Ib
YMoBH

1. 3arporioHOBaHa Ha3Ba He IOPYLLYE [paBa TPETiX CTOPiH.
JlokyMeHTaList

1. O6rpyHTyBaHHS 3MiHU Ha3BU JTiKapChKOT'0 3ac00y.

2. OHOB/eHi: KOpOTKa XapaKTepUCTHKa JIiKapChbKOro 3acoly, iHCTPyKiisg [Aas MeAWUYHOTO
3aCTOCYBaHHS Ta MPOIIO3MULIii 10 MapKyBaHHS Ha YIaKOBLi JIikapChbKOro 3aco0y.
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1.3. 3mina Ha3Bu A®I ab6o firouoi peuoBHHH YmoBuy, siki | [lokymentu,  Tun
MaTh OyTH @ fIKi MalOTb = 3MiHH
BUKOHaHi oyTH
npe/CcraB-
JIeHi
1 1,2 IA
YmoBu

1. A®I abo piroua peyoBMHA TIOBMHHA 3a/TULLIATHCS Ti€FO CaMOIO.
JloKyMeHTallist

1. TligTBepmKkeHHs1 pekoMeHZoBaHMX BOO3 Mi>KHapoJHMX HeNaTeHTOBAaHWX Ha3B abo Kormisg ix
niepestiky. [Iist poC/IMHHUX JiKapChbKUX 3aco0iB - 3asiBa MO Te, 1110 Ha3Ba Bi/[TIOBiZlae YNHHUM BUMOTaM
abo ynHHOMY KepiBHMIITBY 3 SIKOCTi POC/TMHHUX JIiIKAPCHKUX 3ac00iB Ta KepiBHUM TPUHIUIIAM [IJIsT
JeKMapyBaHHS POCJWHHUX CyOCTaHIii Ta PpOCAWMHHUX TMperapariB, II0 BXOAATb [0 CKIagy
(TpafMLIiHUX) POCTUHHMX JTiKapChKUX 3aCO0iB.

2. OHoB/ieHi: KOpOTKa XapaKTepUCTHKA JiKapCbKoro 3aco0y, iHCTPYKIfisi [ MeAudHOro
3aCTOCYBAHHSI Ta MPOIO3HIIii 0 MapKyBaHHSI Ha YIIAaKOBIIi JTiIKapChKOTO 3aco0y.

1.4. 3miHa HaliMeHyBaHHsA Ta/a00 MiCI[e3HAX0/>KeHHS YmoBy, ki | lokymentn, Tun
BHPOOHMKA (BK/IIOYAKOUYH 3a He0OXi/JHOCTI Micie MaTb OyTH = fIKi MAlOTh | 3MiHH
NMPOBeeHHS KOHTPOJII0 IKOCTi) a00 mocTrayajbHUKa BUKOHaHI oyTu

A®DI abo firouoi peuoBUHI/BUXIJHOTO npe/craB-
Marepiasy/peareHTy/npoOMDKHOT0 MPOAYKTY, 10 JIeHi

3aCcTOCOBYIOTHCA Y BUPoOHULTBI ADI ado pirouoi
pe4oBHHH (3a BiicyTHOCTI cepTudikarTa BiANoBifHOCTI
€BponeiicbKiil papmakorei y 3aTBepKeHoOMY
peecTpaniiiHOMY /J0Ch€)

1 1,2,3 IA

YMoBH
1. BupobHuua fineHULIS Ta yci BUPOOHWYI Orepariii 3a/IMIIal0TECsl He3MiHHUMH.
JloKyMeHTaLlist

1. JIoKyMeHT BiZIITOBiJHOT'O YyTIOBHOBa)KEHOT'0 OpraHy, y IKOMY 3a3HaueHO HOBe HaliMeHyBaHHS Ta/abo
MiCL|e3HaX O )KeHHS.

2. 3MiHH [0 BiANIOBIAHUX PO3/i/IiB MaTepialiB peeCTpaLiiHOTO JOChE.

3. Y pasi 3MiHu y HaliMeHyBaHHI B/lacHMKa MacTep-Qaiiia Ha /lif0uy PeUyOBUHY - TIOHOBJIEHUI [03Bi
B/IACHMKA Ha KODUCTYBAHHS IaHUMH, 1110 MiCTAThCS y MacTep-aiii.

1.5. 3miHa HaliMeHyBaHHsI Ta/a00 MicIe3HAX0KeHHsI YwmoBu, siki = [lokymenTn, Tun
BHPOOHHKA rOTOBOIO JIIKapCHKOr0 3aco0y, BK/IIOUYAl0UHd  MAalThb OyTH | fIKi MalOTb = 3MiHH
MicLie MpoBeieHHsA KOHTPOJ/II0 AKOCTi BHUKOHaHi oy

npejcTaB-

JIeHi
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a) BUPOOHNYA JUTBHULSI BUIYCKY Cepiit 1 1,2 IA
0) yci iHmi giabHULH 1 1,2 IA
YmoBH

1. BupoOHMuUa Ai/IbHUIA Ta BCi BUPOOHUUI oTepariii 3a/IMIIar0ThCs He3MiHHHUMH.
JoKkyMmeHTaLlis

1. Komist oHOB/ieHOI JTilieH3i1 Ha BUPOOHULITBO (SIKIIIO 3TiZJHO i3 3aKOHO/JABCTBOM KpaiHW BHUPOOHMKA
JlifleH3iss Ha BUPOOHMLITBO iCHY€ JMIIe B eeKTPOHHOMY BUr/sAi (Hampukiaaz, CIIA), mae Oytu
HaZlaHa PpO3JpYKiBKa i3 TOCWIaHHSM Ha BiAnoBigHuiét  odiuilinuii  calit, 3acBigueHa
MiAMACOM/TIeYaTKO 3asiBHUKA) abo iHIIOro [03Bi/IbHOTO JOKyMeHTa Ha BUPOOHMIITBO 3asiB/IeHON
jiKapcbkoi (OpMH Yy KpaiHi BUPOOHMKA, y SKOMYy 3a3HaueHO HOBe HalMeHyBaHHsI Ta/abo
MiCIie3HaXO0/PKEeHHS, Ta 3aCBi/[ueHa KOs JIOKyMeHTa, 1[0 MiZTBep/yKY€ BiJNOBiJHICTb BUPOOHUIITBA
sikapcekKoro 3aco0y Bumoram GMP, BugaHoro [lep>xmikcmay>k0010 BifIMOBiZHO /[0 BUMOT Haka3sy
MiHicTtepcTBa 0XOpOHHU 370poB’sl YKpainu Bif 27 rpyaHs 2012 poky Ne 1130 «IIpo 3aTBepmxkeHHs
[TopsiiKy TIpOBefleHHsI MiZITBEPPKEHHS] YMOB BUPOOHHIITBA JTiIKApCHKUX 3aCO0iB BUMOTaM Hajle)KHOI
BUPOOHUYOI TIPAaKTHUKW», 3apeecTpoBaHoro y MiHictepcTsi toctuiii Ykpainu 21 ciuns 2013 poky 3a
Ne 133/22665, abo rapaHTiiiHUI TUCT 3asiBHUKA I0J]0 HaflaHHS TaKOTO JOKyMeHTa TMPOTITOM CTPOKY
MPOBe/IeHHS CIiel]iai30BaHOl eKCIIePTU3H.

2. 3MiHU [I0 BiAMOBiAHUX pO3/iNiB MaTepiasiB peeCcTpalifHOTO JOChE, BK/IFOUAaOUX OHOBJIEHI KOPOTKY
XapaKTePUCTUKY JiKapChbKOTO 3aco0y, iHCTPYKIIit0 AJisT MeJUUHOTO 3aCTOCYBaHHSI Ta IPOTO3ULIii /10
MapKyBaHHS Ha yTaKOBIIi JikapChbKOTo 3acoby (3a HeoOXigHOCTi).

1.6. 3mina kopy ATX YmoBu, siki | lokymentd, Tun
MalTh OyTH = fAKi MAlOTh | 3MiHH
BUKOHaHi oyTH
npejcTaB-
JIeHi
1 1,2 IA
YmoBH

1. TIpucBoenHst HOBOTO a60 3miHa BOO3 Koy ATX.
JoKkymeHTaLis

1. ITigTBepmkenHs rprcBoerHss BOO3 koay ATX abo korist mepesniky kogis ATX.

2. OHOB/eHi: KOpPOTKa XapaKTepPHUCTUKA JIiKapChKOro 3acoly, IHCTPYKLisi A/l MeJUYHOTrO
3aCTOCYBAHHSI Ta MPOIMO3ULIii 10 MapKyBaHHS Ha YIaKOBLIi JliKapChKOT0 3acoby (3a HeoOXiJHOCTI).

1.7. BuiydeHHs1 BUPOOHMYOI JUTbHHI (BK/TIOUAIOYH YwmoBu, siki = [lokymenTn,  Tum
minbHULi Ana ADI abo fir0uoi peuoBMHHU, MPOMDKHOT0 MalTh OyTH = fIKi MAlOTh | 3MiHHM
NMPOAYKTY a00 roTOBOrO JIIKAPCHKOro 3aco0y, AiTbHMIT BHUKOHaHi oyTH

JJIs IPOBe/IeHHsI MaKyBaHHsI, BUPOOHUKa, npe/CcTaB-
BiilIOBiia/IbHOT0 3a BUIYCK Cepili, Miclie NPOBe/JeHHS JIeHi

KOHTPOJIK0 cepii) abo mocTavyaIbHUKA BUXiJHOTO
Marepiasty, peareHTy a0o A0MOMiKHOI peYOBHHH (SIKII0
3a3HauUeHO Y peecTpafiiHOMYy A0ChHE)

1,2 1,2 A
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YMoBHu

1. HeoOXijHO 3a/MIIMTH MPUHAKWMHI O/IHY 3aTBep/PKeHy [ibHUILF0/BUPOOHUKA, 1[0 BUKOHYIOTh TaKy
camy (YHKLit0, 1110 1 BU/IyUeHi.

2. BusnyueHHst He 00yMOBJIEHO Herlepei0aueHUMKU 00CTaBUHaMU Y BUPOOHUYOMY TIPOIIECi.
JloKyMeHTaLlist

1. 3asiBa 1po BHECEHHsI 3MiH Ma€ YiTKO BH3HA4YaTH 3aTBEP/KEHOr0 Ta 3alpoIIOHOBAHOTO BUPOOHMKIB,
SK 3a3HaueHO B MyHKTi 2.5 3asBU MO Jiep>KaBHY peecTpaljio JiKapchkoro 3acoly, ¢dopma skoi
HaBezeHa y goaatky 1 mo Iopsaky.

2. 3MiHM [0 BIiANOBIAHUX PO3/iJiB peECTPALliiHOTO /[0Ch€, BK/IHOUAIOYM OHOBJIEHi: KOPOTKa

XapaKTepUCTHKa JIIKapCbKOTO 3aco0y, iHCTPYKLis /i MeJUYHOr0 3aCTOCYBaHHS Ta TPOIIO3UIIii /10
MapKyBaHHS Ha yTaKOBIIi JikapChbKOT0 3acoby (3a HeoOXigHOCTi).

II. SMIHA IO A0 AKOCTI

2.1. A®I abo piroua peyoBHHA

2.1.1. BupoOHULTBO

2.1.1.1. 3miHa BUPpOOHHMKA BUXi/{HOr0/IIPOMI>XKHOT0 YMmoBy, siki | lokymentn,  Tun
NMPOAYKTY/peareHTy, 10 BUKOPUCTOBYETHCH Y MalTb OyTH | fIKi MalOTh | 3MiHH
BUpOOHHUYOMY nporeci ADI abo agirouoi peuoBrHH, a00 BUKOHaHi oy

3MiHa BUPOOHHUKa (BK/IIOUAIOUH, /ie Heo0XigHOo, Micie npejCcTaB-
NnpoBeieHHs1 KOHTPOUTI0 sikocti) ADI abo girouoi JIeHi

peuoBUHH (3a BiicyTHocTi cepTudikara BignmoBigHocTi
€BponeiicbKii ¢papmakornei y maTepianax
peecTpaniifHOro J0Che)

a) 3amponoHoOBaHa /J0JaTKOBa BUPOOHUYA Ji/TLHUIISA € 1,2,3 1,2,3,4,5,6, IA
JiTbHHUIIEI0 0JHOT0 BUPOOHHKA 7
0) BBeieHHsI HOBOro BUpoOHNKa ADPI abo girouoi II

PeYOBHHH 3 HaJJaHHAIM MaTepiajiiB peecTpanjiiHOI0
Jocke (Macrep-gaiinia) Ha JjiF0uy pedyoBUHY

B) 3aNpPONOHOBAaHMII BUPOOHUK BUKOPHUCTOBYE CIOCI0 IT
CHHTe3y, 1[0 CYTTEBO BiiPi3HAETHCA Biji monepejHLOIO0,

a00 yMoBHM BUPOOHHIITBA, SIKi NOTEHI{iHHO MOXXYTh

3MIHUTH BOXK/IMBI XapakTepucTHKH AKocTi API ado

AiI0Y0i peYOBMHH, TaKi AK AKICHUI Ta/ab0 KiTbKicHUI

npodib AoMilIoK, 1m0 moTpedye KBamidikauii, abo

¢i3uko-ximiuni B1acruBocti A®I abo pirouoi peuoBuHM,

1110 BIUIMBAIOTH Ha 0i00CTYNHICTH

r') HOBMI1 BUPOOHHUK BHXi/JHOT0 MPOAYKTY, /i/Isl SIKOT'0 IT
BHMAraeThCsl MonepeHs OLiHKa BipyCHOI 0e3neku

Ta/ab0 pu3uKy nepejayi 30yAHUKIB ryouaroi

ennedanonarii

1) 3mina y A®I abo girouoi peuoBUHH 0i0/1I0TiUHOTO II
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MOX0/PKeHHs a00 BHXiIHOMY MaTepiasti/peareHTi/
NPOMDKHOMY NMPOAYKTI, II{0 BUKOPHUCTOBYETHCS I
BHPOOHHUI[TBA JIIKAPCHKOT0 3aco0y 0iosioriunoro
MOXO/PKeHHS

J) 3MiHH y MeT0/jaXx KOHTPOo/TI0 AKocTi ADI ado firouoi 2,4 1,5 IA
pedoBHHH a00 J0aBaHHS JUIHLHMIL /ISl IPOBe/JeHHSA
KOHTPOJII0 cepii/BUNPo0yBaHHA

YMoBHu

1. [ns BuxigHux wMartepianiB Ta peareHTiB crnenudikaiii (BK/IOYalOUM KOHTPO/JbL Tifi Yac
BUPOOHHUIITBA, METOAW aHai3y BCiX MarepiamiB) ifeHTHUHi 3aTBep/yKeHUM. [ TIPOMiXKHUX
npoaykTiB Ta ADI abo Airourx peyoBuH crelydikailii (BKIFOUalOUHd KOHTPOJIb i/ YaC BUPOOHUIITBA,
MeTOZM aHasli3y BCiX MarepiasiB) crioci6 BUpoOHUIITBA (BK/TFOUAIOUM PO3MIp cepii) Ta [leTaJbHUIA OIrC
MeTOZly CMHTe3y - iIleHTUUHI 3aTBep/KeHUM.

2. A®I abo pitoya peuoBMHA He € CTePUIBLHOI ab0 peuoBHHOIO 0i0NOTiYHOr0/iMyHOJIOTiUHOTO
TIOXOZIKEHHSI.

3. fkuo y mporieci BUPOOHMLITBA BHUKOPHCTOBYHOTbCS Marepiaau JIFOACHKOro abo TBapWHHOTO
MOXO/PKEeHHSI, BUDOOHUK He BUKOPUCTOBYE Oy/b-IKOTO HOBOTO TIOCTauajbHUKA, AJIs1 TIKOTO MOTpiOHA
olliHKa BipycHoi 6e3rieku abo BiAmoBigHOCTI BuUpoOHHUI[TBa KepiBHUIITBY 3 MiHimizaljii pu3uKy
niepesiaui 30yAHUKIB rybuaToi eHLjedasonarii TBAPHUH 3 TiKapCbKUMH 3aco0aMHu.

4. ITepeHeceHHs crToco0y BUPOOHUIITBA 3 TTOTEPeIHBOI Ji/IbHUILIL /[0 HOBOI OyJI0 YCMillTHO BUKOHAHO.
JoKkyMmeHTaLlis

1. 3mMiHM 70 BiAMOBiAHUX pO3/iiB MaTepiaiB peecTpaliiHOro Z0cke (3a HeOOXiAHOCT).

2. 3asiBa BijJi B/IaCHUWKA peeCTpallifHOro MOCBifueHHs abo0 BiJ BlacHWKa MacTtep-daiiia Ha Jirouy
peuoBHHY (3a HeobximHoCTi), MmO Merox cuHTe3y (abo y pasi JiKapchKHX 3ac00iB pOCTUHHOIO
TOXO/KeHHST 3a TOoTpeOM MeTOJ TPUTOTYBaHHS, MiClle TIOXO/PKeHHs, BUPOOHHUIITBO DPOCIMHHOI
cyOcTaHLii Ta crioci6 BUPpOOHHUIITBA), METOAM KOHTPOJIIO SIKOCTi Ta crerudikaifii Ha API abo girouy
PEeUYOBMHY Ta BHIXiJIHMI MaTepiaj/peareHT/IPOMDKHUN MPOAYKT y BUpoOHMITBI A®I abo airouoi
PEeUOBHHM He BiJIPi3HSIOTLCSA BiJl 3aTBEP/KEHUX 3a IMOTPeOH.

3. CeprudikaT BignoBigHoCTi €BporielickKiii hapmakoriei mozo rybuaToi eHiedasnonarii Ajisi HOBOro
BUXi/THOTO TPOJYKTY abo, K0 HeoOXiZHO, AOKyMeHTa/lbHe MiZITBep/KEeHHsS TOTO, IO BUXIiAHUMN
NpoAyKT Ayt orpuMaHHs A®@I abo firouoi peuoBUHH, SIKU Ma€ pU3MK Tepesadi 30y HUKIB rybuarol
eHuedanonarii, TONepeJHHO OLiHEHW YIIOBHOB&)KEHWMM OpPraHOM KpaiHW BHWpOOHHMKa Ta
MPO/JIeMOHCTPOBaHa MOT0 BiJNOBiAHICTE KepiBHUMIITBY 3 MiHiMi3alii pu3muKy miepefaui 30yJHUKIB
rybuaroi eHiedasnomnarii TBapuH 3 JTiKapCbKUMH 3acobaMu (UMHHe BHaHHs). [Hbopmarjisi moBUHHA
MiCTUTH: HaliMeHyBaHHsI BUPOOHMKA, BUJW Ta TKAHWUHU TBapUH, 3 SIKUX OJiepXKaHO BUXiZIHUM TIPOAYKT,
Ha3BY KpalHU MOXO/pKeHHsI TBADUHHOI CUPOBYHY, i BAKOPHCTaHHS Ta IONepe/iHil JOKyMeHT.

4. Nani aHaniziB (y Burisgi Tabnvis TOPiBHSIHHS) TIPUHANMHI /711 IBOX cepii (MiHIMyM AoCiHO-
npomucioBux) APl abo fitoyoi peyoBHMHM Bifi 3aTBEpP/P)KEHOrO0 Ta  3alpoOIrOHOBAHOIO
BUPOOHUKIB/ILTEHHUIIb.

5. 3asBa MpO BHeCeHHS1 3MiH Ma€ MICTUTH UiTKy iH(opMaLlil0 I[0A0 «3aTBEPA’KEHOro» Ta
«3aTpOTIOHOBAHOTO» BUPOOHUKIB, SIK 3a3HaYeHO B IyHKTi 2.5 3asBU TIPO [Iep)KaBHY pEeECTpAL{ifo
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niKapchKoro 3aco0y, popMa sikoi HaBeZieHa y oAatKy 1 mo ITopsaky.

6. 3asiBa yroBHOBa)KeHOi 0cobu (fasi - YO) KOXKHOTO 3 BUPDOOHUKIB, TiepestiueHUX y 3asBi, ko ADI
abo firoua peyoBHHA BUKOPUCTOBYETHCS SIK BUXiIHUI MaTepiaj, Ta 3asiBa ¥ O KO>KHOTO 3 IepesTiueHrx
y 3asBi BUPOOHUKIB, BiAlOBifa/bHUX 3a BUITyCK cepil. Y 3asBax YO HeoOXiZHO 3a3HauuTH, LI0
BUpoOHUK(K) ADI abo Airouoi peuoBWHM /i€ BiATOBiIHO /10 HACTAHOB Ta KEPIiBHUIITB 3 Ha/IEXHOI
BUPOOHUYOI TIPAKTUKU IIOZI0 BUXiJHUX MaTepiasiB. ¥Y3arajbHeHa 3asiBa Mo)ke OyTU TPUHMHSATHOIO 3a
YMOB, TIpUBEeJEeHUX y TIPUMITLI A0 MiAnyHKTY 2.2.2.1 Ub0ro gojarka.

7. 3000B’s3aHHs BUpobOHHKa ADI abo firouoi peuoBWHM iHPOPMYyBaTU BIACHHUKA PEECTPALifHOTO

TMOCBi/TUeHHS MPO Oy/b-sIKi 3MiHU y Tpolleci BUpOOHUIITBA, crielfudikariisx Ta MeTozax aHamizy AdI
abo zirouoi peuoBUHU (3a HEOOXiAHOCTI).

2.1.1.2. 3minu B npoueci Bupoouunrea A®I ado girouoi = YmoBwm, siki | lokymentn,  Tun

PEeYOBHHHU MalTh OyTH = fAKi MalOTh | 3MiHHM
BUKOHaHi oyTH
npeJCcTaB-
JieHi
a) He3HauyHa 3MiHa y npoueci BupooHunTBa A®I a6o 1,2,3,4,5,6, 1,2,3 IA
JIiF0Y0i peuoBUHH 7
0) 3HauHa 3MiHa y nporeci BupooHunTBa A®I abo II

JIiIF0U0i peYOBHHM, II]0 MO)Ke MaTH ICTOTHUM BIUIMB Ha
SIKICTB, 0e3meKy a00 e)eKTHUBHICTB JIIKAPpCHKOro 3acofy

B) 3MiHa crocyerbcst ADI abo firouoi peuoBUHH II
0i0/10riYHOr0/iMyHO/IOTIYHOT'0 MOXO0/[PKEHHS a0

BUKOPHCTAHHA XiMIYHMX CyOCTaHI[ill y BUPOOHHI[TBI

JMKapCHKOro 3aco0y 0io/1oriuHoro/iMmyHo/10riuHoro

MOXO0/PKEHH i He BiJHOCUTBCSA /10 IPOTOKOJTY

BHPOOHHUIITBA

r) 3MiHa y JIikapCcbKoMYy 3ac00i pOC/IMHHOT 0 II
MOX0/PKEHHS, 1[0 CTOCYEThCA O/JHi€l 3 TAKHUX

XapaKTePHUCTHK: YKEPe/Io MOXO0/KeHHsI CHPOBHHH,

Croci0 BUPOOHHUIITBA a00 BUTOTOB/IEHHA

I) He3HAYHa 3MiHa y 3aKPUTii YaCcTUHI MaTepiasiB 1,2,3,4 Ib
peecTpaiiiiiHoro aocke (Macrep-¢aiina) Ha Airouy
peuyoBHHY

YMoBHu

1. He moBuHHO OyTH »KOAHMX 3MiH y SIKICHOMY Ta Ki/IbKiCHOMY CK/Iafi JOMIIIOK abo 3MiH ¢i3uKo-
xiMiuHMx BractuBocTert ADI abo zir0uoi peuoBUHU.

2. lllnax cuHTe3y He 3MIHIOETHCS, a CaMe IPOMDKHI NPOAYKTH 3a/MIIAlOTbCs HE3MIHHUMH, 1 He
BHUKOPHCTOBYIOTbCSI HOBi peareHTH, KaTaii3aTopy ab0 pPO3UMHHUKU. [I7sT POCIMHHUX JIiKapChKUX
3aco0iB - /pKepesio TIOXO/KeHHs CUPOBWHM, BUPOOHUIITBO CyOCTaHIlii Ta croci6 BUPOOHHUIITBA
3a/IMILIAI0THCS He3MIHHUMU.

3. Crietiudikariii Ha ADI abo zgirouy peuoBrHy abo MPOMDKHI TTPOAYKTH 3a/TUIIAIOTHCS HE3MiHHUMH.
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4. 3MiHa LIiIKOM OIMCaHa y BiJKPUTIW A/ 3asBHMKA YaCTUHI MacTep-(aiijia Ha /litouy peuyoBUHY (3a
HeoOXiZHOCT).

5. A®I abo giroua peyoBrHA He € PEUOBUHOI 6i0/IOTiYHOT0/iMyHOIOTiUHOTO TTOXO/PKEHHS.

6. 3MiHa He CTOCY€TbCS JKepesa MOXO/MKEHHsI Ta Croco0y BUPOOHHUIITBA POC/MHHOTO JIIKAPCHKOTO
3aco0y.

7. 3MiHa He CTOCYETbCSI 3aKPUTOI YaCTUHU MacTep-(aiisa Ha [jit04y PeYOBUHY.
JoKymeHTaLis

1. 3MiHM [0 BiAMOBiAHMX pO37iIiB MaTepialiB peecTpaliiiHOrO JOChE Ta 3aTBEPA’KEHOIO MacTep-
daiina Ha fitouy peyoBUHY (3a MOX/IMBOCTI), BK/IFQUAIOUM pe3y/IbTaTU MOPIBHSIHHS y3rO/)KEHOro Ta
3arpoNoOHOBAHOTO0 BUPOOHUUOTO TPOLIeCy.

2. Mani anami3iB (y BUrsAi TaO/iuLli MOpiBHSHHS) NPUHANWMHI [/is JBOX cepiii (MiHIMyM [gocCmigHO-
MPOMHC/IOBUX) JIiKapChKoro 3aco0y (A®I abo airouoi peuoBHHHW), BUTOTOBJIEHMX BiJIOBIZHO 0
y3TO/PKEHOTO Ta 3arporoHOBaHOTO BUPOOHUYOTO TIPOLIeCy.

3. Korist 3atBepmkenux crietmdikariii Ha A®I abo fitouy peuoBuHy.

4. 3asBa BiJ B/aCHWKA peeCTpaLlifHOrO TOCBifueHHs abo BacHHMKa MacTtep-daiiia Ha Aiouy
peyoBHMHY (3a HeoOXifHOCTI), 1110 OyIb-sKi 3MiHH Y AKiCHOMY Ta KiJIbKiCHOMY Mpodi/ii ZOMillIoK abo y
¢i3UKOo-XiMIiUHMX B/IaCTUBOCTSX - Bi/ICyTHi, METOJ, CUHTe3y He 3MiHIOETbCS, a TAKOXK He 3MiHIOIOThHCS
cneuudikarii Ha A®PI abo zitouy peuoBUHY abo POMiXKHI POYKTH.

[MpumiTka A0 MiANYHKTY «O» mignyHkry 2.1.1.2 mporo gozatka. [Insa xiMmiuamx A®I abo airoumx
PEUOBUH Ile CTOCYEThCS 3HAUHUX 3MiH y METOZi CHHTe3y abo yMOBaX BUPOOHHIITBA, III0 MOTEHI[IIHO
MO>KYTh 3MIiHIOBAaTH Ba)kK/IMBi XapakTepucTuku A®I abo [it0uoi peyoBHMHH, TaKi sSK SKiCHUM Ta/abo
KisIbKicHUI mpo¢inb JOMIIIOK, 110 noTpedye KBasidikarii, abo ¢izuko-xiMiuni BaactuBocti API abo
[Jlitouoi peyoBHHH, 1110 BIUIMBAIOTh Ha 0i00CTYTHICTD.

2.1.1.3. 3miHa po3Mmipy cepii (BK/Il0uaruH Jiana3oHu) YmoBu, siki | lokymentd, Tun
A®I abo firouoi peuoBUHH a00 MPOMDKHOTO MPOJYKTY MalTh OyTH = fIKi MalOTb = 3MiHH

BUKOHaHi oyTH

npejcTaB-
JIeHi

a) 30inbmenHs Ao 10 pa3iB nopiBHAHO i3 3aTBepHkenum 1, 2,3, 4,6, 7, 1,2,5 IA
po3Mipom cepii 8
0) 3MeHIIIeHHsI 00CATY BUPOOHHULITBA 1,2,3,4,5 1,2,5 IA
B) 3MiHa po3Mipy cepii, o moTpedye A0BeJeHHA II

nopioHocti ADI abo jirouoi peyoBUHH
0i0/10riYHOr0/iMyHO/IOTiYHOT0 MTOX0/)KEeHHS MOPiBHAHO i3
3aTBepP/KEHOI0

r) 30i1bIeHHs y moHaj 10 pa3iB mopiBHsHO i3 1,2,3,4 1
3aTBep/PKeHUM po3MipoM cepii

1) po3mip cepii ADPI ab6o irouoi peuoBHMHH 1,2,3,4 Ib
0i0/10TiYHOTr0/iMyHO/IOTIYHOT0 TTOX0/KEHHS

301/IBIINBCSI/3MEHIIIUBCSA 0€3 3MiHM MapaMeTpiB npoiecy

(Hanpuk/Iaj, Ay0/Ir0BaHHS JTiHii)
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YMoBHu

1. 3minu y mpoueci BUpOOHHIITBA 0OyMOBJeHi TifbKM 30ibllieHHsAM ab0 3MeHIIeHHSIM 00cATy
BUPOOHMLITBA, HAIIPUKJ/IA/], BAKOPUCTAHHSAM 00/1a[HAHHS iHIIIO1 POAYKTUBHOCTI.

2. HasgBHiCcTb pe3ynbTaTiB aHamidy IIpUHAWMHI [BOX Cepili 3alpONOHOBaHOrO poO3Mipy cepil
BiZIMOBiIHO 0 crieldikariii.

3. A®I abo gitoua peyoBHHA He € PEUOBHHOIO 6i0I0TiUHOT0/iMyHOIOTiYHOTO TIOXO/[KEHHS.
4. 3MiHa He TTOBMHHA BIUIMBATH Ha BiZITBOPIOBAHICTh MPOLIeCYy BUPOOHMILITBA.

5. 3miHa He TTOBMHHA OyTH 00yMOB/IeHa HeTlepej0aueHUMK 00CTaBUHAMU B TMPOLieci BUPOOHULITBa abo
rpo6sieMaMu, TIOB’ I3aHUMU 3i CTabi/TbHICTIO.

6. Crietindikaniii Ha ADI abo firoui peyoBUHU/TIPOMIXKHI TIPOIYKTH 3a/MILIAIOTHCSI He3MiHHUMU.
7. A®I abo zitoua peuoBHHA HE € CTEPUIILHOIO.

8. 3aTBep/pKeHUH po3Mmip cepil He OyB CXBajleHUH TIpU BHeCeHHi 3MiH Tumy [A.

JloKymeHTaLis

1. 3MiHM /10 BiZNIOBIJHMX PO3/i/iB MaTepiaiB peecTpaLiiHOro JOChE.
2. Homepu cepiii 3amporioHOBaHOTO PO3MIipY cepil, siKi MPOXoAsSTh BUITPOOYBaHHS.

3. Mlani aHamiziB (y BUrIsAgi Tabauii MopiBHSAHHS) NMPUHAWMHI ofiHiel rpomMucioBoi cepii A®I abo
[irouoi peuoBUHH abO TPOMIKHOTO TIPOAYKTY J/Isi 3aTBEPPKEHOTO Ta 3alporOHOBAaHOTO PO3MipiB
cepii (3a HeoOXigHocTi). /laHi MpO HACTYMHi ABi MOBHi ITPOMHC/IOBI cepii MaroTh OyTH HajaHi Ha
BHMOTY, a TAaKOX 3asiBa IO Te, 1[0 y pa3i HeBigmoBiAHOCTI crierudikariism Oyze noBizomieHo LleHTp
(3 BiZITIOBiTHOO TTPOMO3MUIIIETO).

4. Kormist 3aTtBepmkeHux crendikaiiii Ha A®I abo zirouy pedyoBHHY (Ta MPOMI>KHI MPOAYKTH 3a
rotpeon).

5. 3asBa Biji B/laCHWKa PpeECTpALifHOTO TIOCBiZueHHsS abo BIacHWKAa MacTep-daiiia Ha Airouy
PEUYOBMHY TIpO Te, IO 3MiHM y Tiporieci BUPOOHMLITBA OOYMOB/IEHI TibkM 30inbieHHSIM abo
3MeHIIIeHHSIM 00Ty BUDOOHUIITBA, HAalIPUK/IaZl, BUKOPUCTAHHAM 00/1ajHaHHS iHIIOT MPOAYKTUBHOCTI,
o 3MiHa He BIUIMBAaE Ha BiATBOpIOBaHICTL TMpolecy i He oOyMoOBreHa HernepejbauyeHUMU
obOcTaBHHaAMH B TIpoljeci BUPOOHMIITBA abo mpobjemamu, ITOB’SI3aHUMH 3i CTabi/bHICTIO, i II0
crierpikarii Ha API abo fitouy peuoBHHY/TIPOMIXKHI TIPOYKTH 3a/THULIAIOTHECS HE3MiHHUMH.

2.1.1.4. 3minu BUNpoOyBaHb a00 JOMYCTUMHX MeXK, IO YwmoBu, siki = [lokymenTn, Tun
BCTaHOBJIeHi y crenu@ikaniax, y nponeci BApOOHHITBA = MalwTh OyTH | fIKi MalOTb = 3MiHH

A®DI abo Jirouoi peyoBUHU BHUKOHaHi oy
npe/cTaB-
JieHi
a) 3By)KeHHS A0IyCTUMHX MeX 1,2,3,4 1,2 IA

0) Jo/1aBaHHA HOBOTO0 BUMPOOYBAaHHS Ta JOMYCTHMHUX 1,2,5,6 1,2,3,4,6 IA
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Mex
B) BU/IyYeHHSI HECYTTEBOT0 BUNPOOyBaHHA 1,2 1,2,5 IA
I) PO3IIMPEeHHs 3aTBepP/KeHNX A0NyCTUMHX MeX /1A II

MOKAa3HHUKIB, IKi MOXXYTb iCTOTHO BIUVTHHYTH Ha AKiCTh
A®DI abo Jirouoi peyoBUHU

I) BUWIydeHHs BUIIPOOyBaHHs, 1[0 MO)Ke MaTH iCTOTHUH II
BJ/IUB Ha 3arajibHy sikictb ADI a6o girouoi peyoBHU

1) Ao/aBaHHs a00 3aMiHa BUNIPOOYBaHHA 3a 1,2,3,4,6 1B
pe3y/ibTaTaMH AOCTi/PKEHb 3 0e3meKku abo AKOCTi

YMoBHu

1. 3miHa He oOyMmoOB/eHa TiOTepeHbOI0 €eKCIepTHU3010, 1[0 3ilCHIOBasach MJIsi Tieperssify
MOKa3HWKIB, 3a3HaueHUX y crieludikallii (Harpukiaj, MpPOBeAEeHOI0 IiJ Yac TOJaHHS 3asBU TPO
peecTpaliito abo BHeceHHs 3MiH Tury II).

2. 3miHa He oOyMmoBjieHa Hernepen0aueHUMH OOCTaBUHAMU B TIPOL|eCi BUPOOHWILITBA, HarpHK/Iaf,
I0SIBOI0 HOBOI HeKBali(hikoBaHOI JOMILLKH; 3MiHOIO MeX 3arajlbHOr0 BMiCTY ZOMIILIOK.

3. Byab-sKi 3MiHM He MOBHMHHI BUXOJUTHU 3a [JOMYCTUMIi Me>Xi 3aTBep/pKeHo]I crieLiddikariii.
4. MeTo/1y1 BUTIPOOYBaHb 3a/TUIIIMINCS HE3MiHHUME ab0 Taki 3MiHU € He3HAUHHUMH.

5. Bygp-skuii HOBUE MeToj, BUNPOOYBaHb He HAaJeXWTh [0 HOBOTO HECTaHZAPTHOrO MeToAy abo
CTaHZAPTHOTO MeTO/y, 110 BAKOPUCTOBYETHCS Y HOBHUH CI10Ci0.

6. HoBuii MeTo/1 BUTIPOOYBaHb He Ha/IeXXUTh /10 0i0/IOTiYHKMX/iIMyHOIOTiUHMX/IMyHOXiMiYHMX METO/IiB
abo MeTojy, MpU SKOMY BUKOPUCTOBYETbCSI OiosioriuHmii peareHT s aHamizy A®I abo airouoi
peuoBUHU 6i0/IOTIYHOTO TIOXOKEHHS (3a BUHSITKOM CTaHZAPTHUX (hapMaKOMeWHUX MiKpoOiomoriuHmx
MeTO/IiB).

JloKymeHTaLisA

1. 3MiHM 10 BiINIOBiJTHUX PO3/i/iB MaTepiaiB peecTpaLiiHOro JOChE.
2. TTopiBHsiIbHA TaO/MULIS OO 3aTBEP/KEHNUX Ta 3alIPONIOHOBAHUX METOZiB BUNIPOOYBaHb.

3. Omuc HoBOro HedapMakoreiHOro MeToJy BWIIPOOyBaHHS Ta /JaHi 3 #oro Bamigarii (3a
HeoOXiZHOCT).

4. laHi aHasi3iB Ay11 ABOX MPOMUCJIOBUX Cepil (TpbOX MPOMUCIOBUX cepiki Ayt ADI abo girouoi
peuoBHHU 0i0IOTIUHOTO TTOXO/KEHHS, SIKII[0 He o0rpyHTOBaHO iHie) ADI abo fitouoi peuoBUHU 3a
BciMa MOKa3HUKaMH, 1110 3a3HayeHi y crenygikariii.

5. O6rpyHTyBaHHs/OLliHKa PU3MKY Bi/l BIaCHUKA peecTpaLiiiHOro MmocBifueHHs1 abo BjlaCHMKA MacTep-
daiina Ha fiifouy peuoBHHY (3a HEOOXiJHOCTI), 1110 MiATBEpPKY€E HE3HAUHICTh 3MiHEHOTO TapaMeTpa.

6. OOrpyHTYBaHHS Bi/] B/TaCHUKA PeECTPALIiiHOTO MOCBifueHHs1 ab0 B/lacHUKA MacTep-(datisia Ha Jitouy
peuoBUHYy (3a HeoOXifHOCTI) BBeJeHHSI HOBOTO MeTO/y BUMNPOOyBaHHS ab0 JOMYCTUMHUX MEX,
BH3HAUeHUX y crieludikariisix.
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2.1.1.5. 3mian y A®I abo pirouiit peyoBHHi /1A Ce30HHUX, YMOBH, AKi = [lokymentn,  Twun

nepejnaHjeMiuHuX a00 NaHAeMiYHUX BaKIMH /I MalTh OyTH = fIKi MalOTb = 3MiHH
Nnpo(iaKTHKH FPUILY BHUKOHaHi oyt
npejcTaB-
JIeHi
a) 3amiHa mtamy(iB) y Ce30HHHX, MepeANaHAeMiYHIX a00 II

NMaH/eMiYHUX BaKIIMHAX AJif NPOo(iTaKTUKU TPUITY

2.1.2. KoaTpoas ADI ado firouoi peuoBUHH

2.1.2.1. 3mina y mapametpax cnenudikariii Ta/ado YwmoBu, siki = [lokymentn, Tumn
JAOMYCTHUMHUX MeX, BU3HaUeHHX y cnenudikanisx Ha APl mawTb 0yTH = fAKi MalOTh = 3MiHHU
a0o girouy pedyoBHHY, A00 BUXiHUH/IIPOMDKHUA BHUKOHaHi oyt
NMPOAYKT/peareHT, 1110 BUKOPHCTOBYIOThCS y npoweci npeAcTaB-
BUpoOHULTBa A®PI abo Airouoi peuoBUHI JIeHi

Q) 3By)KeHHs IONyCTUMMX MeXX, BU3HAUeHUX Y 1,2,3,4 1,2 IA

cnerudikanii Ha J1iKapcbKi 3aco0u, M0 MiIATanTh
BUITYCKY cepii

0) 3By)KeHHS JONMYCTUMHUX M€K, BU3HAYEHHX y 1,2,3,4 1,2 IA
cnerfudikanii
B) A0NOBHEeHHs cnerjugikaiiii HOBUM MOKa3HUKOM sIKocTi 1,2,5,6,7 1,2,3,4,7 IA

Ta BiANOBiAHMM MeT00M BUNIPOOYBaHHA

r) BWIy4YeHHsI He3HAUHOI0 MOKAa3HUKA AKOCTI 1,2 1,2,6 IA
(HanpuK/a/;, BUWIyUYeHHs 3aCTapijioro noKa3HUKa)

) BUIydyeHHs napamerpa cnerjudikanii, AKuii Moxe II
MaTH CyTTEBUH B/IUB Ha AKicTb ADI abo girouoi
PeYoOBHHH Ta/ab0 roTOBOro JiKapChHKOro 3aco0y

J) PO3LIUPEeHHsI A0MYCTUMHX Me)X, BU3HAUEHUX Y II
cnerudikanii Ha API abo girouy peyoBUHY

€) po3lIMpeHHs AONYCTUMHX MeX, BU3SHAUEHUX Y IT
cnenudikallisix Ha BUXiJjHi MaTepia/u/mpoMiXkHi

NMPOAYKTH, sIKi MAlOTh iCTOTHHI BI/IUB Ha AKicTb ADI

abo pirouoi peuoBHHH Ta/ab0 roToBOro JTiKapCHKOro

3aco0y

€) AOTIOBHEeHHsI a00 3amMiHa mapamerpa cnenuikarii 3a 1,2,3,4,5,7 Ib
pe3y/ibTaTaMu AOCTi/PKeHb 3 0e3meku abo AKOCTi (3a

BUHATKOM A®DI abo girouoi peuoBuHu GiostoriuHoro ado

iIMyHOJIOTiUHOT0 TTOXO0/KeHHS)

YMoBHu

1. 3miHa He o00yMOB/eHa TMOTepeJHLOI0 EeKCIIePTU300, 110 3/iliCHIOBanach [AJisi Teperysay
MOKa3HKWKIB, 3a3HaueHUX y crenudikallii (Harpukiaj, MpoBeAeHO0 IiJ Yac TMOJaHHS 3asBU MPO
peectparito abo BHeceHHs 3MiH Tumy II).

2. 3miHa He oOyMmOB/eHa HerepenOaueHUMU OOCTaBMHAMH B TIpOLleCi BUPOOHWIITBA, HATPUK/IA,
TOSIBOIO HOBOI HeKBasTi(hikoBaHOI JOMIIIIKK; 3MiHOK Me)K 3arajbHOr0 BMiCTy JOMIIIIOK.
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3. Byb-siKi 3MiHM He TTOBUHHI BUXOJUTH 3a JOMYCTHMI MeXXi 3aTBepKeHOI crieluikariii.
4. Metosy BUNpoOyBaHb 3a/TMLITHINCI HE3MiHHUMH a00 Taki 3MiHHM € He3HAUHUMHU.

5. Byab-sikuii HOBMIA MeTo/i BUMPOOYBaHb He HaJe)XUTh 10 HOBOTO HECTAHJAPTHOTO MeTony abo
CTaHZAPTHOTO MeTO/ly, 1110 BAKOPUCTOBYETHCS Y HOBHM CI10Ci6.

6. HoBuii MeTo1 BUTIPOOYBaHb HE HAIEXKUTH 10 0i0/IOTiYHKMX/IMYHOIOTiUHHX/IMyHOXIMIYHMX METO/IiB
abo MeToay, TpU SIKOMY BUKODUCTOBYETbCSI OiosioriuHmii peareHT n/s aHamizy A®I abo mirouoi
peuoBUHU 6i0/IOTIYHOTO MOXOAKeHHS (3a BUHSTKOM CTaHZAPTHUX apMaKorelHUX MiKpobiosoriuHmx
METOZIB).

7. 3MiHa He CTOCY€EThCS JOMIILIKH, sIKa Ma€ TEHOTOKCHUYHY it0.

JlokyMeHTaList

1. 3mMiHM /10 BiJIMOBIJTHUX PO3/Ii/IiB MaTepiasiB peecTpaliiHOTrO /IOChE.
2. [NopiBHs/IbHA TaOMMLIA 1[0/[0 3aTBEP/PKEHUX Ta 3arpOTIOHOBAaHUX CrielfudiKalliii.
3. Omumc HOBOTO aHA/TITUYHOTO METO/Ty Ta JlaHi 3 Moro Basizallii (3a HeobOXigHOCTI).

4. Pe3ynbTaTé aHasi3y [ JBOX TMPOMUCIOBHUX Cepiil (TpbOX MpomucioBux cepiii g ADI abo
[IiIOUMX pedyoBHMH OioJIOTiUYHOTO TIOXO/KEHHS, SIKI[0 He oO0rpyHTOBaHO iHie) ADI abo pgirouoi
PeuoBHHU 3a BCiMa MOKa3HUKAMH, 110 3a3HaueHi y crieLjudikariii.

5. INopiBHsAMBHI JaHi 1[0[0 MPodiN0 po3UMHEHHsS TOTOBOTO JTiKAPCHKOTO 3aco0y i MpUHAMHI
OJHi€T OCTiTHO-TIPOMKC/IOBOI cepii, 1m0 MicTuTh A®PI abo Aifouy peuyoBHHY 3a 3aTBEPPKEHOIO Ta
3arpOTNOHOBAHOI0 crielMGiKallisMu (3a HeoOXimHOCTi). [I/sT pOCMHHUX JIIKAPCHKUX 3aC00iB MOXKYThb
OyTU MPUMHSATHI [jaHi 1100 PO3Ma/laHHS.

6. OOrpyHTYBaHHSI/OL[iHKAa PU3UKY Bifl BlaCHUKA PeECTPALifHOTO MOCBiZiueHHsI abo BIaCHWKA MacTep-
daiisia Ha firouy peuoBHHY (3a HeOOXiJHOCTI), 110 MiATBepAKY€E He3HAUHICTh 3MiHEHOT0 TlapaMeTpa.

7. O6rpyHTyBaHHs BiJ] BJlaCHUKa peecTpaL{iifHoro mocBiziueHHsi abo BacHUKa Mactep-¢atina Ha Jitouy

peuoBHUHY (3a HeoOXiJHOCTI) BBeJIeHHS HOBOTO MeTO/Ay BUMNPOOYBaHHS ab0 JOMYCTUMHUX MEX,
BU3HaUeHUX y crieljudikarllisx.

2.1.2.2, 3mina y merogax BunpodyBanusit A®I abo girouoi YmoBwm, siki | lokymentn,  Tun

pPeYoOBHHH 200 BUXiIHOT0/TIPOMIXKHOTO MalTh OyTH = fAKi MalOTh | 3MiHHM
NMPOAYKTY/peareHTy, 1110 BUKOPHCTOBY€ETHCA y MpoIieci BUKOHaHi oyTH
BUpoOHULTBa A®PI abo Airouoi peuoBUHI npejcraB-

JieHi
a) He3HAYHi 3MiHHU y 3aTBep/KeHUX MeToAax 1, 2,34, 1,2 IA
BUNPOOYBaHHS
0) BuiasieHHs1 MeToAy BUNIpoOyBaHHsA Ay ADI abo 7 1 IA

JiI040i pe4OBHUHH /peareHTy/NPOMDKHOI0 NPOJYKTY,
AIKIIO0 a/IbTePHATHBHUM MeT0/] B)Ke 3aTBep/KeHUM

B) iHIIIi 3MiHM B MeT0/JaX BUNIPOOyBaHHA (BK/TIOYAI0UH 1,2,3,5,6 1,2 IA
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3aMiHy a00 JOTIOBHEHHS) /I/Isl PeareHTy, 10 He
CIIPUYHHSAE ICTOTHOT0 BIVTUBY Ha sIKicTh ADI ado pgirouoi
pe4YoBUHHU

r) 3miHa y Giosioriunomy/imybioHo10TiUHOMY/ II
iMyHOXiMiuHOMY MeTo/i BUIIpoOyBaHHs ab0 MeToAl, y

SIKOMY BUKOPHCTOBYEThHCS 0i0/10riuyHUN peareHT J/is

A®DI abo Jirouoi peuoBUHHU 0i0/IOTIYHOr0 MOXOH)KEHHS,

HaNpPHUKJ/IaJ, MeNTH/{HI KapTH, [JTiK-KapTH TOII0

Y) iHIIi 3MiHH y MeTOoax BUNPOOYBaHHA (BK/IIOYAKOYHU 1,2 Ib
3amiHy a00 gonoBHeHHs1) ADI abo Airouoi peuoBrHH a60
BHUXI/JHOT0/TIPOMI>KHOTO TIPOAYKTY

YMmoBHu

1. JocnmimkeHHs 3 Basiariii, siKi Oy poBe/ieHi BiZINOBiZIHO 10 UMHHUX (hapMaKOMeWHUX BUMOT abo
HaCTaHOB Ta KepPiBHUX MPUHLMUIIIB 3 BaslijaLlil, MiATBEPIKYIOTb, 1110 pe3yJ/bTaTH aHali3y, OTPUMaHi 3a
3aTBep/ KeHOI0 Ta 3arpOIIOHOBAHOK MeTOAUKAMUY, - 1/JeHTUYHI.

2. He BimOynocs >kogHMX 3MiH Me)X 3araJbHOrO BMICTY [OMIIIOK, He BHSIBIEHO HOBUX
HeKBasi(hiKoBaHUX /IOMIIIIOK.

3. Metoau BUMpOOYBaHb 3a/UIIAIMCA HE3MIHHUMM (HAIpUK/aZ, 3MiHWIACh JOBXWHA KOJOHKH abo
TemriepaTtypa IpoBe/IeHHsI aHasIi3y, ajie TUIT KOJIOHKU abo MeTo[iKa - He3MiHHi).

4. HoBuii MeTo/, BUIIPOOYBaHb He HAeXKUTh /10 0i0/10riUHUX/iMyHOMOTTUHUX/iIMyHOXIMIUHUX MeTO/IiB
abo MeTojy, TIpU SIKOMY BUKODUCTOBYETbCSI OiosioriuHmii peareHT ns aHamizy A®I abo mirouoi
peuoBUHU 6i0/IOTIYHOTO TIOXO/KEHHS (3a BUHSITKOM CTaHZAPTHUX apMaKorelHUX MiKpobionoriuHmx
MeTO/IiB).

5. Byap-sikuii HOBHIT MeTOZ BUMPOOYBaHHsS He Ha/IeKUTh [0 HOBOTO HEeCTaHAAPTHOrO MeTony abo
CTaHZAPTHOTO MeTO/ly, 1110 BAKOPUCTOBYETHCS Y HOBUI CI10Ci6.

6. A®DI abo giroua peyoBHHA He € PEUOBMHOIO 6i0/IOTiYHOT0/iMYHOJIOTiYHOTO TTOXO/KEHHS.

7. IcHye 3aTBep/pKeHWN MeTO]i BUTIPOOyBaHHs /s TIOKa3HWKa crierdikariii i 1ieid merons He
3aTBep/)KeHHH NPU BHeCeHHi 3MiHu Tumy [A.

JoKymeHTaLlis

1. 3MiHM [0 BiAMOBiAHMX pO3Zi/iB MaTepiajiB peecTpal[iiHOrO A0Ch€, BK/IKOUYAIOUM OIKC METO/iB
KOHTPOJTO, 3BiT IPO /laHi 3 BastiJarlii, ieperstHy Ti OMyCTUMi MeXi Jisl IOMIILOK (3a HeoOXiHOCT).

2. TopiBHsbHI AaHi 3 Basigaiii abo, KO OOIPYHTOBAHO, MOPIBHSUIbHI pe3y/bTaTH aHasi3y, sKi
MiZITBEP/KYIOTh, 1[0 3aTBEP/PKEHA Ta 3alpONOHOBAHA METOAWKU BUIIPOOYBaHHS - igeHTWuHi. L5
BHMOTa He CTOCYE€ThCSI BUTIAZIKY 0/IaBaHHSI HOBOT METOJUKH BUIMPOOYBaHHSI.

2.1.3. Cucrema ynakoBKa/yKynopka

2.1.3.1. 3mina y 0e3nocepeaHiii ynakoniji A®I a6o girouoi YmoBwu, siki | lokymentn, Tun
pevYoBUHHU MarTb OyTH = fKi MAlOTh | 3MiHH
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BHUKOHaHi oyt
npe/craB-
JieHi

a) sAKicHi Ta/ab0 KIbKiCHI 3MiHM CK/1agy 1,2,3 1,2,3,4,6 IA
0) sikicHi Ta/ab0 KiNbKiCcHI 3MiHU CKJIagy A II
CTepWwIbLHHUX Ta He3aMopokeHHX A®DI abo girounx
peYoBHH 0i0/I0TiYHOr0/iMYHO/IOTIYHOTO MOXO0/[PKEHHS
B) piakux A®I abo irouux peuoBHH (HeCTePHU/TIbHHUX) 1,2,35,6 Ib

YMoBHu

1. 3arpornoHOBaHMH MaKyBa/JbHUM MaTepial Ma€e OyTH iIEHTUUHUM 3aTBEpP/PKEHOMY 3a BiJMOBiTHUMM
ITOKa3HUKAMH SIKOCTI.

2. [HocnimkeHHs: CTabiMBHOCTI pPO3IMOYATO BiAMOBIJHO [0 HACTAaHOBM II[0/I0 BUMPOOYBaHHS
ctabinbHOCTi abo kKepiBHUX mpuHLMMIB ICH 1010 BUNpoOyBaHHSI CTabiMbHOCTI (UMHHE BH/AHHS)
MPUHAWMHI /I BOX AOCTiIHO-TIPOMUCIOBUX ab0 TIpoMHUC/IoBUX cepiti ADI abo aitouoi peyoBuHH i
Ha JIaTy BUMYCKY y PO3MOPSKeHHi 3asBHUKA OyJv 3a/I0Bi/IbHI ZiaHi 3i cTabibHOCTI TpUHANMHI 3a TpU
Micsi. OfHaK, SIKII0 3aporIOHOBaHA YIIaKOBKa CTiliKillla, HK 3aTBepyKeHa, JjaHi Moo cTabi/IbHOCTi
3a TpW Micsli Ime MOXyTb Oytu HefgocTynHi. [Ipm 1poMy MaroTb OyTM HaJjaHi TapaHTii, IO
JOCJTi/PKeHHsT OyyTh 3aBepilieHi, i o/pa3y Mic/si 3aBepIleHHs [OC/i/PKeHb y pa3i HeBiAmoBigHOCTI
cnerudikailisMm abo HasgBHOI WMOBIPHOCTI HeBiAMOBifHOCTI crerudikaliiM HaNpUKiHIi TepMiHYy
MPU/IaTHOCTI/TIepioly TOBTOPHOTO BUMpPOOyBaHHA JaHi OyayTte mogadi pgo lLlentpy (i3
3aMpONOHOBAHUMU 3aX0/IaMH).

3. He crocyetscs crepunbhux pigkux A®I abo gitounx peyoBuH Ta ADI abo airounx peuoBUH
6io10riYHOT0/iMyHO/IOTiYHOTO TTOXO/IPKEHHS.

JoKkyMmeHTaLlis

1. 3MiHM /10 BiJIOBIJTHUX PO3/iJIiB MaTepiasiB peecTpaLliiHOro OChE.

2. BignosigHi fAaHi 100 HOBOI yNAaKOBKY (HAaNpWKiaZ, TOPIBHA/IBHI JlaHi NP0 IPOHMKHICTB,
Haripuksaz, ajas O,, CO,, Bonoru), BK/IHOUAKOUM MiATBEpA)KeHHs TOro, 110 TaKyBaJbHUM MaTepiasl
BiZIMOBila€ UMHHKUM (hapMaKoOIeiiHUM BUMOTaM LOJO0 TaKyBaJbHUX MarepiasiB abo 3aKOHOZABCTBY
€C om0 6e3rmeku B3aeMo/ii TMIACTUKOBUX TAKyBa/JIbHAX MaTepialiB Ta YMaKOBOK 3 XapyOBUMH
MPOAYKTaMHU.

3. TligTBepmKeHHsT BifgCyTHOCTI Oyzab-sikoi B3aemogii Mk ADI abo [il0UOK pEYOBHHOIO Ta
nakyBaJbHUM MarepiajioM (Hampukiaj, BiJICYTHE IepeHeCeHHsT KOMIIOHEHTIB 3arpOrOHOBaHOIO
nakyBaysibHOro Marepiany o A®I abo [firoyoi peyoBMHM Ta HeEMa€ >KOJHUX BTPAT KOMITOHEHTIB
YaKOBKM), BK/IKOYAlOUM MiJTBEepP/KEeHHSl TOro, 110 TaKyBaJbHWW MarTepial BiANOBiJa€ YWHHKM
(apMakomeliHUM BUMOTaM IIIOZI0 TIAKyBaJbHUX MatepianiB abo 3akoHozaBcTBY €C 11070 6Ge3rmeku
B3a€EMO/III IJIaCTUKOBUX I1aKyBa/IbHUX MaTepiasiB Ta yIlakOBOK 3 XapUOBUMMU NPOJYKTaMHU.

4. TlinTBep/pKeHHs Bifl B/laCHMKA peeCTpallifHOro TMOCBigueHHs1 ab0 BjacHUKa Mactep-(aiina Ha
Jifouy pedyoBUHY (3a HeoOXimHOCTI), IO AOC/Ii/PKeHHS CTabi/bHOCTI pO3MoYaTo BiAMOBiAHO 10
HACTaHOBM 111010 BUINPOOyBaHHsS cTabinbHOCTI abo KepiBHMX mpuHUMMiB ICH 1010 BUNpoOyBaHHS
ctabimbHOCTI (uMHHe BHaHHS) (i3 3a3HAUeHHSAM KiMbKOCTI Ta HOMmepiB cepii A®I abo mirouoi
PEUOBMHH) Ta MiJTBEPPKEeHHS (3a HEOOXiZHOCTi), 1[0 HAa MOMEHT BHECEHHsI 3MiH 3asgBHHUKOM Oyi0
Ha/laHO MiHIMyM, STKAJ BUMAara€eTbCs, JaHUX II0/I0 CTabi/IbHOCTI Ta HasiBHi /laHi He BKa3yrOTb Ha Oy/ib-
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Ky TIpo0/ieMy, TOB’si3aHy 3i cTabinbHiCcTIO. MaroTh OyTH HazaHi TapaHTii, 1110 JOC/iIKeHHs OYayTh
3aBepIlieHi, i o/pa3y Mic/s 3aBepileHHs AOCTiHKeHb y pa3i HeBiAmoBigHOCTI crenudikarism abo
HasiBHOI MMOBIPHOCTI HeBiAMOBiAHOCTI crneudikallisiM HaMNpUKiHL[i TepMiHy TPUAATHOCTI/Tiepioay
MOBTOPHOTO BUTNIPOOYBaHHs AaHi OyayTh nogaxi o LleHTpy (i3 3ariporoHOBaHUMH 3aX0aMH).

5. Pe3ynbTaty A0OC/TiIKeHb CTabi/IbHOCTI, MMPOBEJEHUX 3TiHO 3 HACTAHOBOKO II[0/I0 BUMPOOYBaHHS
crabimbHOCTI abo KepiBHMX npuHUMMiB ICH mjozo BurpoOyBaHHsS cTabinbHOCTI (YMHHE BUAHHS) 3a
Bi/ITIOBiZIHMMY TTapaMeTpamMH TPUHAWMHI /T BOX AOCTiTHO-IIPOMMC/IOBUX ab0 TTPOMHCIOBUX Cepii
A®I abo pitoyoi peuoBUHM i3 3a/10BI/TBHUMH TMOKAa3HUKaMM 1010 CTabi/BHOCTI TIPUHAWMHI 3a TpU
Micsi. [Ipy boMy MaroTh OyTH HajaHi rapaHTii, 1[0 JOC/TiKeHHsI OyayTh 3aBepilieHi, i 0pa3y Tic/s
3aBepILEeHHs [JOC/Ti/KeHb y pa3i HeBiAmoBigHocTi crnermumdikailisM abo HasgBHOI WMOBipHOCTI
HeBiJMoBiAHOCTI  creuudikallisiM  HaMNpuUKiHLI  TepMiHy MPUJATHOCTI/TIepioy  MOBTOPHOTO
BUTIPOOyBaHHA JaHi 6yyTh nozaHi fo LleHTpy (i3 3aripornoHOBaHUMU 3aX0/laMu).

6. ITopiBHsUTEHA TabJUIIS BUMOT 3aTBEP/PKEHOI Ta 3arpoIiOHOBaHoi crienvdikaliiii (3a HeoOXifHOCTI).

2.1.3.2. 3minn y napametpax crenudikarii Ta/a6o YmoBuy, siki | [lokymentn, Tun
JOIYCTUMMX MeX, 3a3HaueHHX y crnerudikaniax, aasa MaTb OyTH = fIKi MAlOTh | 3MiHH
nepBUHHOI ynakoBku A®I a6o girouoi peuoBuHU BUKOHaHi oyt
npeAcTaB-

JIeHi
Q) 3BY)KeHHs IONyCTUMHX MeX, 3a3HaUeHHX Y 1,2,3,4 1,2 IA
crenu@ikanisx
0) nonoBHeHHsA cnenu@ikaiii HOBUM MOKa3HMKOM Ta 1,2,5 1,2,3,4,6 IA

BiINOBiAHUM MeTO0J0M BUIIPOOYBaHHSA

B) BU/JIyYeHHsI He3HAYHOIr'0 NIOKa3HMKa (HanpuKiaj, 1,2 12,5 IA
BU/JIy4YeHHS 3aCTapijioro nNoKasHUKa)

r) JOTMOBHEHHA a00 3aMiHaA MOKAa3HHUKA 3a pe3y/IbTaTaMH 1,2,3,4,6 1B
JOC/TIiPKeHD 3 0e3meKku ado AKOCTi

YMoBHu

1. 3miHa He oOyMmoOB/eHa TIOTIepeHBOI0 €KCIePTHU3010, 10 3[iHCHIOBasach /ISl TIeperssiay
MOKa3HUKIB, 3a3HaueHUX y crieljudikaliii (Harpukiaj, TMPOBeAEeHOI0 IIiJ Yac TOJaHHS 3asBU TPO
peectpariito abo BHeceHHs 3MiH Ty II), Ko paHille BoHa Oy/a po3r/issHyTa i 3aTBep/pKeHa siK
YaCTHHA MOC/IiJOBHUX 3MiH.

2. 3miHa He 0OyMoOB/IieHa Herepef0aueHUMU OOCTaBUHAMM, 1[0 BUHUK/IM B TIpOLieCi BUPOOHHUIITBA
MakyBasbHOT0 MaTepiany abo 36epiranHs A®I abo girouoi peuoBHHHU.

3. By ib-sIKi 3MiHU He TTOBUHHI BUXOJUTH 3a JOMYCTHMI MeXXi 3aTBep/KeHOI crieljdikariii.
4. MeTo/1y1 BUTIPOOYBaHb 3a/TUIIIUINCS He3MiHHUME abo Taki 3MiHU € He3HAUHUMHU.

5. HoBuii MeToz BUTIPOOYBaHHS He HAIe)KUTh [0 HECTAHJAPTHOTO METOZy abo CTaHZAPTHOTO METOAY,
1110 BUKOPUCTOBYETHCS Y HOBHM CI10Ci6.

JoKyMmeHTaLis
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1. 3MiHM 10 BiJNIOBIJTHUX PO3/i/iB MaTepiaiB peeCcTpaLiiHOro JOChE.
2. ITopiBHsiibHA TaO/IMIIS BUMOT 3aTBEpPAKEHO]I Ta 3arponoHOBaHoi crierudikariiii.
3. Omrc HOBOTO MeToAy BUTIPOOYBaHHS Ta ZiaHi 3 Moro Baijallii (3a HeoOXigHOCT).

4. Pe3ysibTaTy aHami3y AJIsl JBOX Cepikl MepBUHHOI YIIaKOBKHM 3a BCiMa MMOKa3HUKaMH, 3a3HaueHUMU Y
cnieriudikariii.

5. O6TpyHTYBaHHS Bi/ BlaCHUKa peecTpaLiiiHOro MoCBiAueHHs abo BiacHUKa MacTep-(aiina Ha fiitouy
peuoBHHY, 1110 TIOKA3HUK SIKOCTi He € CyTTEBUM (3a HeoOXiAHOCTi).

6. OOrpyHTYBaHHS Bi/l B/TaCHUKA PeECTPALiIHOTO MOCBifueHHs1 ab0 B/lacHUKA MacTep-(daiisa Ha Jitouy
peuoBMHY HOBUMX MOKAa3HHMKIB SIKOCTI Ta [OMyCTUMUX MEX, 3a3HaueHuX y cretydikariii.

2.1.3.3. 3miHa B MeTofaX BUNIPOOYBaHHSA NIEPBHHHOL YMmoBy, siki | [lokymentn,  Tun
ynakoBku A®DI abo firouoi peuoBUHU MawTb OyTH = fIKi MalOThb | 3MiHH

BUKOHaHi oyTH

npe/CTaB-
JIeHi

Q) He3HAYHi 3MiHHU y 3aTBep/KeHUX MeToAax 1,2,3 1,2 IA
BUNPOOYBaHHA
0) iHIIi 3MiHM B MeTO/jaX BUNPOOyBaHHA (BK/IHOYAKYH 1,3,4 1,2 IA
3amMiHy a00 J0TIOBHEHHs)
B) BWIYUY€HHS MeTOo/ly BUNIPOOyBaHHA, SIKILI0 5 1 IA
Q/IbTEPHAaTUBHUN METO/| BUIIPOOYBaHHS B)Ke
3aTBep/PKeHUuH
YmoBu

1. BianoBizgHi mqocimkeHHs 3 Bamijarlii, ki Oy/iv mpoBeieHi BiJiNOBiJHO 10 UMHHUX (hapMaKOTeHHUX
BUMOr abo0 KepiBHMX TIPUHLUIIB Ta HACTAaHOB 3 Basijaiii (UMHHe BHWJAHHS), Ta pe3yJbTaTh
MiATBEPAKYIOTb, 11]0 3aTBep/KeHa Ta 3arporiOHOBaHa METOMKH - iIeHTUYHI.

2. MeTtou BUNPOOYBaHb 3a/MIIM/IMCS He3MiHHUMH (HalpHKIIaZ, 3MiHH/IACh OBKHHA KOJIOHKUA abo
TeMIlepaTypa IpoBeZleHHs aHasli3y, ajie THI KOJIOHKK abo MeTo/MKa - He3MiHHi).

3. HoBwuii MeTo/; BUNpOOYBaHHS He Ha/IeXXUThb /10 HOBOTO HECTaHAapTHOTO MeToAy abo CTaH/apTHOTO
METOZY, 1[0 BUKOPHUCTOBYETHCS Y HOBUM CTIOCIO.

4. A®I abo fitoua peuoBUHA He € PpEUOBHHOIO 0i0I0TiYHOT0/iMYHOJIOTiYHOTO MTOXO/IYKEHHSI.

5. IcHye 3aTBep/ykeHMIl MeToj BUINpOOyBaHHS [ TOKa3HMKa crenudikanii i 1eill MeTtos He
3aTBep/KeHUM NP BHeCeHHi 3MiH Tuny [A.

JoKyMeHTallist

1. 3MiHM [0 BiANOBIAHUX PO3Ai/MiB MaTepialiB peecTpaLiiHOrO JOChE, SIKi BK/IOUAIOTh OMUC METOAY
BUTIPOOYBaHHS Ta 3BiT Ipo JaHi 3 Batigarlii.

2. TopiBHsAnbHI fgaHi 3 Bamifauii abo, SKIIO HEOOXifHO, TOPIBHS/IBHI pe3y/bTaTh aHATITHUHUX
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BUTIPOOYBaHb, SIKi TiATBEP/PKYIOTh iJleHTUYHICTb pe3y/bTaTiB, OTPUMAHMX 3a 3aTBep/)KeHUM Ta
HOBUM MeTozilamMH. Lle He CTOCYETbCS BUIAZKIB [J0ZaBaHHS HOBOTO METO/y BUTIPOOYBaHHSI.

2.1.4. CTabi/ibHICTD

2.1.4.1. 3viHa nepiosy NOBTOPHUX BUNPOOyBaHb/TepMiHy YMoBH, AKi = [lokymenTn,  Tun

NpUAATHOCTI abo ymoB 30epiranns A®I abo girouoi MalTh OyTH = fIKi MAlOTh | 3MiHH
pe4yoBHHH (3a HAABHOCTI y MaTepiajax peecTpaijiiHOro BUKOHaHI oyTu

Joche cepTudikara BignoBigHoCTi EBponelchKi npe/craB-
(hapmakomnei, BK/Il0Ua€ nepioj moBTOPHOIro JieHi
BUNPOOYBaHHS)

a) mepioj MOBTOPHOT0 BUNPO0OyBaHHA/TepMiH

NPU/JaTHOCTI
3MEHIIeHHA 1 1, 2,3 IA
30LIbIIIEHHSA Mepioly MOBTOPHOI0 BUNPOOyBaHHA Ha II

OCHOBI eKcTpano/isii pe3y/bTaTiB AOC/TiHKeHHSA
CTabi/IbHOCTI, MPOBeIeHNX HE Yy BifAMOBiAHOCTI 10
HaCTaHOBH II{0/I0 BUNPOOyBaHHs CcTabi/IbHOCTI a0
kepiBHuX npuHnunis ICH mojo BunpodyBaHHs
cTabinbHoCTI (KpiM ADI abo irouux peuyoBUH
0i0/10riYHOr0/iMyHO/IOTIYHOT0 TTOXO0/PKEHHS)

30isbIIeHHs TepMiHy npuaaTHocTi A®I ado firouoi II
PeYoOBHHH 0i0/I0riYHOr0/iMyHO/IOTIYHOT0 MOXO/KEHHA Ha

OCHOBI pe3y/IbTaTiB A0C/Ti/PKeHb, BAKOHAHHUX He Yy

BiJITIOBiIHOCTI /10 3aTBepP/)KeHOr0 MPOTOKOJIY

CTabiIBLHOCTI

30i/1bIIeHHA a00 BBe/IeHHsI NepioAy MOBTOPHOIO 1,2,3 1B
BUINPOOyBaHHA/TepMiHy IPUAATHOCTI HA OCHOBI
pe3y/bTaTiB AOC/i/PkeHb Y pea/ibHOMY 4aci

0) ymoBH 30epiraHHs
00MeXeHHs1 yMOB 30epiraHHs 1 1,2,3 IA

3miHa ymoB 30epirannsa A®I ado firouoi peuoBUHH II
0i0/10TiYHOTr0/iMyHOJIOTIYHOT0 TTOX0/PKEHHS, AKII0

JOC/Ti/PKeHHsI CTa0IbHOCTI 1ie He MPOBOAN/IUCH

BiINOBIHO /10 3aTBeP/HPKEHOr0 MPOTOKOJTy CTadi/IbHOCTI

3miHa ymoB 30epiranasa A®I ado firouoi peuoBUHH 1,2,3 Ib

YMoBu

1. 3miHa He 0OyMOB/IeHa HeTlepej0aueHUMH 00CTaBMHAMM Y TIpPOIieci BUPOOHMIITBA abo TIpobieMaMu
110710 CTabi/TbHOCTI.

JloKyMeHTaLlist

1. 3MiHM /10 BiAMNOBiAHUX pO3/i/iB MaTepia/iB peecTpaliiHOro A0ChE MOBUHHI MiCTUTU pe3y/bTaTh
JOCTiKeHb CTabi/IbHOCTI, TIpe/CTaB/eHi y peasbHOMY 4Yaci i TIpOBe/ieHi BiAMIOBiZHO [0 BUMOT
HaCTaHOBHU IIOZI0 BUMPOOyBaHHs cTabinmbHOCTI abo KepiBHuxX mpuHLMITiB ICH mozo BUNpoOyBaHHS
cTabinbHOCTI (UMHHE BH/IAHHS), IPUHANUMHI 11 BOX (TPHOX - [JIs JIIKAPCHKHMX 3acobiB GiosoriuHOTO
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TOXO/KEHHST) [JOCTiJHO-TIPOMUCIOBUX abo mpomucioBux cepii APl abo firouoi peuoBuHU ¥y
3aTBep/KeHil yMakoBIli 3 BiMOBIHUM Iepio/joM MOBTOPHOI'O BUMPOOYBaHHS y BU3HAUEHUX YMOBax
30epiraHHsl.

2. TligTBepykeHHS, ML[0 /AOC/i/PKEHHS CTabi/IbHOCTI BWKOHaHI BiJNOBIJHO [0 3aTBepKeHOTO
MPOTOKOJTy cTabisibHOCTI. [Joc/iiyKeHHsI TIOBUHHI IMiITBePANUTH BiJMOBiAHICTE crierudikariii.

3. Korii 3atBepmkenux crietudikariii Ha ADI abo zitouy peuoBuHy.

2.1.5. IIpoekTHHUI IPOCTIP

2.1.5.1. BBejeHHsI HOBOT'0 ITPOEKTHOT0 ITPOCTOPY abo YMmoBHy, aki @ [lokymeHntH, Tun
po3lIHpeHHs 3aTBep/KeHoro A A®I abo pgirouoi MalTh OyTH = fIKi MalOTb = 3MiHH
PEeYOBHHH LI0/0: BHUKOHaHi oyt
npejcTaB-
JIeHi
a) 0JHOTO0 esieMeHTY (0/10K, YaCTHHA) BUPOOHHYOr0 1,2,3 II

nponecy A®I ab6o Jirouoi peyoBHHH, BK/IIOYAIOYH
KOHTPOJIb Y MPOoILieci BUPOOHUIITBA Ta/ad0 MeTo
BUNPOOYBaHHA

0) MeTo/IiB BUNIPOOYBaHb /IS BUXiJHUX 1,2,3 II
MarepiajiiB/peareHTiB/IPOMDKHUX MPOAYKTIB Ta/abo
A®DI abo girouoi peyoBUHU

JoKymeHTaLis

1. TIpoekTHu#t mpocTip OyB po3pob/ieHuid BiJJIIOBIHO /10 €BPOMEMCHKUX Ta MiXKHAPOJHUX HAaYKOBUX
KepiBHULITB. Pe3ysbTaTd AOCiPKeHb PO3POOKH JiKapchbKoro 3aco0y, BUPOOHWYOTO mpoiiecy abo
METOZiB BUIIPOOyBaHb (HANpHWK/IajZ, HEoOXiZJHO BMBUUTH B3a€EMO/IiF0 pi3HUX TlapamMeTpiB, IO
(dbopMyIOTh TIDOEKTHHWM TIPOCTIp, BK/IHOUAIOUM JIOC/Ii/PKEHHS OLIHKA pU3WKy Ta OaratomipHi
JOCTiIKeHHs1, SIKIII0 HeoOXiJJHO), sIKi JIeMOHCTPYIOTh, 1110 (YHKIliOHa/IbHA B3a€EMO/Iis BIaCTUBOCTEM
MaTepiasny Ta rapamMeTpiB MpoLecy, SKi MOKYTb BIUIMBAaTA Ha KPUTHUUHI XapaKTePUCTUKU SKOCTI ADI
abo [fitouoi peuoBUHH, Oy/a AOCATHYTA.

2. Oric TpoeKTHOro MpocTopy y ¢opmi Tabmwiji, BK/IFOUaOYM 3MiHHI (B/IaCTHBOCTI Marepiany Ta
rapaMeTpu TpolLiecy, sIKIII0 HeoOXifiHO) Ta IX 3arpOIOHOBaHi /Jiara3oHu.

3. 3MiHM [10 BiAMOBIHUX PO3Zi/iB MaTepianiB peeCcTpaLjiiHOrO 10ChE.

2.1.5.2. BHeceHHs 3MiH mic/15 3aTBep)kKeHHsI IPOTOKO/Iy = YMOBM, fiKi = JlokymentH,  Tun

ynpasiainas s A®I abo girouoi peuoBuHN MawTb OyTH = fKi MalOThb | 3MiHH
BUKOHaHi oyTH
npe/jcraB-

JIeHi
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1,2 II
JoKymeHTaLlis
1. /leTanbHMIM OMUC 3arPOITIOHOBAHOI 3MiHU.
2. TIpotokon yripaBsiHHs 3MiHamu 1151 A®I abo z1irouoi peuoBUHH.
2.1.5.3. BusyueHHsI 3aTBep/)K€HOr0 MPOTOKOJIY YMoBH, sIKi = [IOKyMeHTH, Tun
ynpasJiHHs 3MiHamMu st ADI ado Jirouoi peuoBUHH MalTh OyTH = fIKi MalOTb = 3MiHH
BHUKOHaHi oyt
npe/jcraB-
JIeHi
1 1 IA

YMoBHu

1. BunyueHHs1, He CTIpUUMHEHe Herlepej0aueHUMH 00CTaBUHaMH abo pe3y/ibTaTaMy BUIPOOYBaHb, 1[0
BUXOZATH 3a MexXi crieiyikariiii mij yac BHECeHHs 3MiHH, OMMCAHOI y MPOTOKOJI.

JloKyMeHTaLlist

1. O6rpyHTYBaHHS 3alIPOTIOHOBAHOTO BU/TYUEeHHSI.
2.2. T'oToBHHM JTIKapChKHH 3aCi0

2.2.1. Onuc Ta ckaaj

2.2.1.1. 3mina abo AofaBaHHSA IITAMIIIB, MOTOBILEHb a00 = YMoOBH, siki | JlokymenTn,  Tun
IHIIMX MapKyBaHb, YK/IIOUAKYH 3aMiHy a0o0 j0/JlaBaHHsA | MalOTh OyTH = fAKi MalOTh = 3MiHHM

¢$hap6 ana MapKyBaHHSA JTIKapCbKOTo 3aco0y BHUKOHaHi oyTH
npe/CcTaB-
JieHi
a) 3MiHM IITaMIIiB, NOTOBIIEHb a00 IHIINX MapKyBaHb 1,2,3 1,2 IA
0) 3MiHa pHCKH, MPU3HAYEHOI I/ MO/iTy Ta0/IeTKH Ha 1,2,3 1b
piBHi 1031
YmoBu

1. Cretudikarii mpy BUMYCKY i HaMpUKiHL[ TepMiHy MPHAATHOCTI TOTOBOTO JiKapChbKoro 3acoby He
3MiHUIUCS (KPiM 30BHILLIHBOTO BUTJISIAY).
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2. Byab-sika ¢ap6a MoBUHHA BiJIOBiJaTH BUMOraM /10 hapMalleBTUUHOI TTPOAYKIIil.

3. PucKu He TIpyM3Ha4yeHO /Jid PO3/i/y Ha piBHI Z03U.

JloKymeHTaLisA

1. 3MiHM /10 BiZIMOBIJTHUX PO3/iJIiB MaTepiasiB peeCcTpaLiiHOrO 10ChE, BK/IFOUAIOUX [leTabHe
300pakeHHs ab0 OMKMC 3aTBepKEeHOr0 Ta 3arpONOHOBAHOTO BUTJISY JIKapChKOTO 3aco0y, a TakKoxX
OHOBJIEHY KOPOTKY XapaKTePUCTHKY JIiKapChKOro 3aco0y (3a HeoOXigHOCT).

2. 3pa3Ky TOTOBOTO JIiKapChKoro 3acoby (3a HeoOXiZAHOCTI).

3. Pe3ysibTaTi hapMakorneiiHuX BUTIPOOyBaHb, 110 MiJTBePAKYIOTh BiJJTIOBiJHICTb XapaKTepUCTHK/
MPaBUJILHOTO [J03YBaHHS JIiIKapChKOTO 3aco0y.

2.2.1.2. 3mina popmu abo po3mipiB sikapcbKoi hopmu YmoBy, siki | [lokymentn, Tun
MalTh OyTH = fIKi MalOTh | 3MiHH
BUKOHaHI oyTH
npejcTaB-
JIeHi
a) Tab/IeTK 3 HeTaWHUM BUBI/IbHEHHAM, KarncCyJ/Id, 1,2,3,4 1,4 IA

Cyno3uTopii Ta necapii

0) nikapceKi ¢popmu, cTiliki A0 Aii IUTYHKOBOrO COKY, 3 1,2,3,4,5 Ib
MoauQikoBaHMM a00 MPO/IOHTOBAaHUM BHUBLILHEHHAM Ta
AimMMi Tab/1eTKH, MpU3HaUeHi /I/is MOy Ha PiBHI /103U

YMmoBHu

1. TopiBHsHHS TpOGiTiB pO3UMHEHHS TiKapChKOro 3aco0y 3 HOBUMH Ta 3aTBep/KeHUMH (hopmoro abo
po3Mipamu (3a HeoOximHocTi). [Iyif POC/JIMHHMX JIiKApCHKMX 3aco0iB, KOaM BUIIPOOyBaHHS Ha
pO3UrHeHHs1 He MO)Ke Oy T TIpoBeZieHe, - aHi 11[0/|0 PO3Ma/jaHHs.

2. Cneuuikarlii Tpyd BUITyCKy Ta HamNpUKIHI[i TepMiHy TPHUJATHOCTI JiKapCchKOro 3acoly He
3MIiHIOKOTBCS (KpiM po3Mmipy).

3. SIKicHuMIA Ta KibKiCHUM CK/lajl, CepeJHsI Maca JIikapChKOro 3aco0y 3a/MIIal0ThCS He3MiHHUMM.

4. 3MiHM He CTOCYIOThCSI TaOJIETOK 3 PUCKOI0, PU3HAYEHOIO /IS PO3MO/i/Ty Ha PiBHI J03H.

JlokKyMeHTaLlist

1. 3miHM [0 BIiAMOBiAHMX pO3/iniB MarepiamiB peecTpaljiiHOTO J0Ch€, BK/IHOUAKOUM JleTajbHe
300pa’keHHs 3aTBEP/KEHUX Ta 3amnpONOHOBaHUX (OpMH abo po3Mipy, a TaKo>XXK OHOBJIEHY KOPOTKY
XapaKTepUCTHKY JTiKapChbKOro 3acoby (3a HeoOXigHOCTI).

2. TNopiBHSANBHI AaHi AOC/ipKeHb /i IPUHANUMHI OJHi€l A0CIiAHO-TIPOMUMCIIOBOI Cepii JiKapChKOoro
3aco0y, sKi MigTBEpPIPKYIOTb BiZICYTHICTh 3MiH y mpodisi po3unHeHHs (3TiJHO 3 HAaCTaHOBAMU Ta
KepiBHUMH TPUHI[UTIAMH L[0/I0 JOC/Ii/PKeHHsI 0i00CTyIHOCTI) [/I1 HOBUX Ta 3aTBEPPKEHUX PO3Mipy
abo dopmu. [l pPOCTMHHMX JTiKAPCBKUX 3ac00iB MOXKyThb OyTHM TIPUMHATHUMH [aHi I[0Z0
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pO3Ta/jaHHsI.

3. O6rpyHTyBaHHS BifICyTHOCTI HeOOXi/[HOCTi TIpPOBeJjleHHSI HOBOTO [JOC/Ii/PKeHHSI 3 eKBiBa/JIeHTHOCTI
Bi/[TIOBiZIHO /10 BUMOT HACTAHOB Ta KEPiBHUX IIPUHIIUIIIB I[0/[0 JOC/Ii/PKeHHsT 6i0/[0CTYITHOCTI.

4. 3pa3Ky TOTOBOTO JIiKapChKOT0 3aco0y 3 HOBUMH po3Mipom abo ¢opmoto (3a roTpebn).

5. PesymbTati  (hapMakomeMHHUX  BMIIPOOYBaHb, 0  MOiATBEp)KYKOTh  BIJTOBiAHICTb
XapaKTePUCTUK/TIPABUIBHOTO 03YBaHHS JTiKapChKOT0 3aco0y.

2.2.1.3. 3miHa y ck/1ajii (AOMOMI>KHHX peUuOBHHAX) YMmoBH, siKi | J[IoKyMeHTH, Tun
rOTOBOIO JIIKapCHKOI'0 3aco0y MaKwTh OyTH = fAKi MAalOTh = 3MiHH
BHUKOHaHi oyt
npe/CcTaB-
JIeHi

a) cMakoBi f00aBKHM a00 OapBHUKHU

J0/laBaHHsI, BUJTyYeHHA a0o0 3aMiHa 1,2,3,4,5,6, 1,2,4,5,6 IA
30i/1bIIeHHA a00 3MeHIIeHHA 1,2,3,4 1,2,4 IA
0) iHIIi JOTIOMDKHI peuyoBHHM II
0y b-fIKa He3HaAYHa 3MiHa KU/IbKICHOTO CKJIafy 1,2,4,8,9,10 1,2,7 IA

JOMOMDKHHMX PEUOBHMH Y TOTOBOMY JIiIKapCbKOMY 3aco0i

AKIiCHI a00 Ki/IbKiCHI 3MiHH II[0/10 0/JHi€i 200 JeKiTbK0X IT
JAOTOMDKHHMX PEUOBHH, AKi MO)KYTh 3HAYHO BIVIMHYTH Ha

0e3mneKy, AKicTb a00 e()eKTHUBHICTh TOTOBOI0

JIIKapCBKOro 3aco0y

3MiHa y JliKkapcbKoMy 3aco0i GiosioriuHoro/ II
iMYHOJIOTiUHOT0 TIOXO0/KeHHSI

0yJb-sika HOBa /I0OTIOMDKHA PeYOBHHA, 1[0 BK/TIOYAE II
BUKOPHCTaHHA MaTepiaJiiB JII0CKOro a0 TBApUHHOT0

TOXO/PKEHHS, /ISl IKMX BUMAara€eTbCA OLjiHKa AaHUX 3

BipycHOi 0e3meku a00 pU3UKY nepejadi 30y JHUKIB

ryouaroi ennedanonarii

3MiHa, AKA MiATBePAKY€EThCS AOC/Ti/PKeHHAMM 3 I1
eKBiBa/IeCHTHOCTI

3aMiHa O/jHi€i AOMOMIXKHOI peuOBHHH Ha iHIIly 3 TUMH 1,3,4,5,6,7, Ib
caMuMH (PYHKI[iOHa/IbHUMHU XapaKTepUCTUKAMHM Ta Ha 8,9

TOMY caMoOMy piBHi

YMoBu

1. He BigOysocst Oyap-IKux 3MiH (YHKI[iOHaJbHUX XapaKTePUCTHK JTiKapChKoi (OpMU, HarpHK/IaZ
yacy po3rnajaHHs, Mpodio po3urHeHHSI.

2. Byyip-sike He3HaUHe KOPUTYBAHHS CKIazAy [Jisi 30epe)KeHHsI 3arajbHOi MacH TIOBUHHO TIPOBOJIUTHCH
10710 IOTIOM>KHOT peUOBUHH, 1110 CTAHOBHUTH OCHOBHY YaCTHUHY CKJ/Ia/[y TOTOBOTO JIiKapCbKOT0 3ac00y.
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3. Crnenudikaiii roroBoro Jikapcbkoro 3aco0y 3MiHWIMCSA TiIBKM y YaCTHHI 30BHILIHBOTO
BUTJIsS/ly/3araxy/cMaKy i 3a motpebu BU/IyueHO MOKa3HUK SKOCTI LI0Z0 ifeHTHdiKarii.

4. Posrouaro [OC/Ti/pKeHHsI CTaOUTLHOCTI BiJMOBIZHO Z0 BUMOT HACTAaHOBU IIOJ0 BUITPOOYBaHHS
ctabinbHOCTi ab0 KepiBHMX npuHLMIIB ICH 110710 BUNpoOyBaHHsI cTabibHOCTI (UuMHHe BuzaHH:) (i3
3a3HAueHHsIM HOMEpiB cepiii) [/ MPUHAMMHI JBOX AOC/TiIHO-IIPOMUCIOBUX ab0 MPOMMC/IOBUX Cepil
i3 3aI0Bi/ILHIMY pe3y/ibTaTaMy CTabLTBHOCTI TIPOTATOM TPbOX MICALiB (Ha yac rojjaHHs 3MiH Tury A
abo IB), ski JeMOHCTPYIOTH TOAIOHICTH TIPO(diM0 CTabiMBHOCTI [0 B)Ke 3aTBEP/PKEHOT0. 3asiBHUK
rapaHTye, 0 AOCTiPKeHHs OyAyTh 3aBepilieHi i o/pa3y IiC/s 3aBepIeHHS AOCTiPKeHb y pasi
HeBigmoBiAHOCTI crenmdikarisMm abo 3a HasBHOI WMOBIpHOCTI BiAXuieHb Bifg crerudikarlii
HaMpUKIiHI[i TepMiHy MPUAATHOCTI fJaHi OyayTh mozaHi mo IleHTpy (3 BiJIOBiJHOIO TIPOMO3UIIERD).
Kpim Toro, 3a morpebu MawTh OyTH TMpOBeZeHi JOCTiHKeHHs (OTOCTabibHOCTI TOTOBOTO
JiKapChKOTO 3aco0y.

5. Byib-5IKi HOBI KOMIIOHEHTH [TOBUHHI BIZTIOBIJaTh BCTAHOBJIEHUM BUMOTaM.

6. Byb-sikrii HOBHMIA KOMITOHEHT He TIOBHHEH repeZi0auaTyi BUKOPUCTaHHSI MaTepiasiiB JIFOACHEKOro abo
TBADUHHOTO TIOXO/KEeHHS, Uil SIKWX HeoOXigHa oLiHKa BipycHoi Oe3rmeku abo pu3MKy mepegaui
30yaHVKIB TyOUaToi eHiledaomnarii.

7. 3MiHa He BIUIMBA€ Ha BiIMIHHOCTI MDK [JO3yBaHHSIMM Ta He CIIPUYMHSIE HeraTMBHOIO BIUIMBY Ha
CMAaKOBY MPUUHATHICTb MeiiaTpuuHUX GopMm (3a oTpedn).

8. [Ipodine po3unHeHHsI MpUHANWMHI ABOX AOCIiIHO-TIPOMUCIOBUX CePili 3alpONOHOBAHOTO CK/Ialy Ta
3aTBep/PKEHOr0 CK/IaAy JiiKapcbKOro 3aco0y /AeMOHCTPYE BifICYTHICTb OyJb-KMX BigMiHHOCTel
(3rifHO 3 HACTaHOBaMHW Ta KEepPiBHUMH TPHUHIUINIAMU IIIOZI0 [JOC/Ti/KeHHs OiomocTymHocTi). s
POC/IMHHMX JIiKapCbKUX 3aco0iB, KO/IM BUIPOOYBaHHS Ha pO3UMHEHHsi He Moke OyTH TpoBefieHe, -
JlaHi 1100 po3rajaHHs.

9. 3miHa He oOymoBsieHa TpoGsiemMaMu 3i CTabinbHICTIO Ta/abo He MOBHWHHA CTIIPUUMHSATH MOJK/HBI
npobJieMu, TIOB’si3aHi 3 6e311eK0r0, TOOTO PO3X0/PKEHHS MiXK I03yBaHHSMHU.

10. JTikapchbKuii 3acib He Ha/IEXXUTB /10 MperapariB 6io/10riuHOro/iMyHOOTiYHOTO TIOXO/PKEHHS.

JloKymeHTaLisA

1. 3MiHM [0 BIANOBIZHMX PpO3ZiMIB MarepiasaiB peeCcTPaLliMHOTO [OChEe (BK/IHOUAKOYU METO[
inentudikanii Oyap-sikoro HoBoro OapBHMKAa 3a T10OTpebM), a TaKOXX OHOBJIEHi: KOpOTKa
XapaKTePUCTHUKA JTiIKAPCbKOTO 3aco0y, iHCTPYKLis AJsT MeAWYHOrO 3aCTOCYBaHHSI Ta TPOTO3ULII /10
MapKyBaHHS Ha yTaKoBIIi (3a HeoOXiHOCTI).

2. [TigTBEpKeHHs, 1[0 JOC/Ii/PKeHHsI CTabi/IbHOCTI pO3IoyaTo BiAMOBiAHO 0 BUMOT HaCTaHOBH I1[0/]0
BUTIPOOYBaHHs cTabinbHOCTI abo kepiamx npuHmMmiB ICH mjogo BurpoOyBaHHS CTabi/bHOCTI
(unHHe BuZlaHHA) (i3 3a3HaUeHHSM HOMEPIB Ccepiii) Ta MiZTBepAKeHHs 3a He0OXiJHOCTI, 1[0 HA MOMEHT
BHECEeHHs 3MiH 3assBHUKOM OY/I0 Ha/laHO MiHIMyM, SIKM BUMaraeThCs, JaHUX MIOAO CTabibHOCTI, a
TaKOXX HasiBHi ZlaHi He BKa3yBa/iM Ha Oyap-AKy mpobsieMy, ToB’si3aHy 3i cTabinbHicTio. MatoTh OyTH
Ha/laHi rapaHTii, 10 JOCTipKeHHs1 Oy Iy Th 3aBepIlieHi, i opa3y mic/is 3aBepIeHHs AOCTiKeHb Y pasi
HeBiMoBiAHOCTI crielfudikallisiM abo HasiBHOI MMOBIPHOCTI BiZixuieHb Bij| crielydikaliiii HarpuKiHI[
TepMiHy NpUAATHOCTI AaHi OyayTh nozaHi go LleHTpy (i3 3arporioHOBaHUMU 3aX0ZaMH).

3. Pe3ynbraT fAocCiifKeHHS CTabisbHOCTI, pO3rouaTi BiAMOBIZHO [0 BUMOTI HACTAHOBU IIOJ0
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BUMNIpOOYBaHHs cTabimbHOCTI abo KepiBHux mpuHuMNiB ICH mjogo BunpoOyBaHHSI cTabimbHOCTI
(uMHHE BW/IaHHS), 3a BiJNIOBiJHUMU TIapaMeTpaMy MPUHAWMHI /IS ABOX AOC/TiJHO-TIPOMUCTIOBUX abo
npomucioBux cepii A®I abo [it0uoi peuoBMHM i3 3aJI0BIIBHUMH TTOKa3HUKAaMM CTa0ibHOCTI
npuHaiMHI 3a Tpu Micsaui. [Ipu npomy MaroTe OyTH HajaHi rapaHTii, 1[0 AOC/iZpKeHHs OyAyThb
3aBepllieHi, i o7pa3y mic/si 3aBepllieHHsS JOCTipKeHb y pa3i HeBiAmoBigHOCTI crneuudikarism abo
HasiBHOI MMOBIPHOCTI BifXxuseHb Bif crieludikariiii HampUKiHI[I TepMiHy TPUAATHOCTI AaHi OyayTh
nozaHi g0 LleHTpy (i3 3amporoHOBaHKUMU 3aX0aMHu).

4. 3pa3oK rOTOBOTO JIiKapChbKOTo 3aco0y 3 HOBUM CKJIa/IoM (3a ToTpeon).

5. CeprudikaT BignosigHOCTI €BponeicbKii (hapmakorei 1070 TyouaToi eHiedanomnarii Ha Oy/b-
SIKMA HOBMM BUXiHMM Marepiasl TBapUHHOTO TOXO/yKeHHs abo, sIKIIOo HeoOXifHO, JOKyMeHTabHe
MiJATBepI)KeHHsI TOro, 10 BUXIiJHe /pKepesio OfepkaHHS [JOINOMIXKHOI peUOBHUHM, fIKé Ma€ PU3UK
nepezfaui 30ygHUKIB TyOuaToi eHiledasonaTii, momepeAHLO OL[iHEHO BIIOBHOBa)XEHUMM OpraHaMu
KpaiHU-BUPOOHMKA Ta BiZIMOBiZia€ KepiBHUIITBY 3 MiHiMi3allii pyU3MKy repejadi 30yAHUKIB rybuaToi
eHuledanonarii TBapuH 3 JlikapcbkuMHU 3acobamu. IHdopmallist MOBMHHA MiCTUTH: Ha3By BUPOOHUKA,
BU/I Ta TKAHWHU TBApHH, 3 SKUX 0yJ/I0 0/lep)KaHO BUXiZIHUN Marepias, Ha3By KpaiHU-TIOCTauabHUKA
TBapUHHOI CUPOBUHH, 1I BUKOPHUCTaHHS.

6. MaHi, fKI MiATBEp)KYyHOTh, 110 HOBAa [OINOMDKHA peyoBUHAa He BILIMBAE€E HAa MeTOAU KOHTPOJIHO
rOTOBOTO JIiIKapCHKOTO 3ac00y, BU3HaueHi y crenudikarii (3a notpedun).

7. OOrpyHTyBaHHS 3MiHW/BUOODY [IOTIOMi>)KHMX pPEUOBMH TOLIO, II0 Mae OyTH TIpeACTaBIeHO
BiJNOBiHO 710 (hapMar|eBTUUHOI Po3po0KH (BK/THOUarOUM CTabiIbHICTb Ta aHTUMIKPOOHI KOHCEPBAHTH,
3a HeoOximHOCTI).

8. Ons TBepAuX MiKapCchbKUX (POpM TOPIiBHSMBHI ZaHi 11040 Mpodisit0 po3uMHeHHsl MpPUHAWMHI /s
[TBOX [JTOCJ/TiTHO-TIPOMMC/IOBUX Cepili JIIKapCbKOTO 3aco0y 3 HOBMM Ta 3aTBEPPKEHUM CKIa/[OM. [Iist
POC/IMHHUX JIiIKapPChbKUX 3aC00iB MOXKYTh OyTH MPUAHATHUMHU [laHi 11[0JJ0 PO3TalaHHs.

9. OGIpyHTyBaHHs BiICyTHOCTI HeoOXiJHOCTi TpoOBe/eHHS HOBOTO AOC/Ti/[’KeHHSI eKBiBa/JleHTHOCTI
BiTIOBiHO [0 BUMOr HacTaHOB ab0 KepiBHULTB 3 /IOC/i/KeHHS 0iofOCTymHOCTI  Ta
6ioeKkBiBa/IeHTHOCTI (UMHHE BUJAHHS).

2.2.1.4. 3miHa Macu OKPHUTTA JiKapCcbKUX (hopM AIA YMmoBHy, aki | JokymentH, Tun
nepopasibHOro 3aCTOCyBaHHs a00 3MiHA MacH 000/I0HKH = MalTb OyTH = sIKi MAalOTb = 3MiHH
KarcyJ1 BUKOHaHi oyt
Npe/ACTaB-

JIeHi
a) TBep/ji JlikKapcbKi ()opMHU /151 TepopaibHOT0 1,2,3,4 1,2 IA
3aCTOCYBaHHA
0) ikapceKi opmu, cTiliki /10 il IJTYHKOBOrO COKY, 3 II

Moau(dikoBaHUM BHBLIbHEHHSIM a00 MPOJ/IOHr0BaHOI Jii,
JJIS1 AKUX MIOKPUTTSA € BUPIIIa/IbHUM UMHHHKOM
MeXxaHi3My BHBLIbHEHHS

YMmoBHu

1. BiacytHicTe 3MiH y mnpodisi po3urMHeHHS TNpUHAaWMHI [BOX JOCTiJHO-TIPOMUCIOBUX Cepii
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JTIKapChKOTO 3aco0y i3 3armporOHOBAHWUM Ta 3aTBEP/PKEHUM CKIaOM. 11T POCIIMHHMX JTiKapChKUX
3aco0iB, Ko/ BUTIPOOYBaHHS Ha PO3UMHEHHsT He MoyKe OyTH TIpoBe/ieHe, - /jaHi 11[0/j0 PO3TaflaHHs.

2. IToKpUTTS He € BUpilla/IbHUM YAHHUKOM MeXaHi3My BHBIJIbHEHHS.

3. Cneuudikanii roToBoro jikapcbkoro 3aco0y 3MiHEHO TiIbBKM IOJ0 Macd i po3mipy (3a
HeoOximHOCTi).

4. JocmimkeHHs €TabibHOCTI pO3MoYaTo BiJMOBiHO /[0 BUMOT HACTAaHOBU 1[0/|0 BUMPOOyBaHHs
crabinbHOCTI abo KepiBHMx npuHIimiiB ICH o010 BunpoOyBaHHs cTabiIbHOCTI (UMHHE BUAAHHS) TSI
MpUHANMHI ZIBOX [JOC/IiTHO-TIPOMMC/IOBUX ab0 TIPOMMCIOBUX Cepiif i3 3a/I0BiTbHUMH pe3yJsbTaTaMu
CTabiNIbHOCTI MPOTATOM TPbOX MICAI[iB abo0 Oinbiile. 3asBHUK rapaHTye€, 110 AOCTIHKEHHS OYIyTh
3aBepIlleHi, i ofpa3y Mmic/s 3aBepiiieHHs AOCTiIKeHb y pa3i HeBiAmoBigHocTi crienudikariisiM abo 3a
HassBHOI WMOBIPHOCTI BifgxumeHb Bif crienyikariiii HaNpUKiHI[i TepMiHy TPHAATHOCTI JaHi OyAyTb
nozaHi o LleHTpy (3 BiAMOBiAHOIO MPOMO3ULIi€l0).

JoKymeHTaLlis

1. 3MiHM /10 BiJMOBIJTHUX PO3/i/JiB MaTepiasiB peecTpaLiiiHOro JOChE.

2. [TigTBEp/KeHHs, 1[0 JOC/Ii/PKeHHsI CTabi/IbHOCTI pO3IMoyaTo Bi/AMOBIHO 0 BUMOT HaCTaHOBU I1[0/[0
BUTIPoOyBaHHsS cTabinmbHOCTI abo kKepiBHuxX mnpuHimniB ICH 1miogo BumpobyBaHHS cTabimbHOCTI
(unHHe BuJaHHsA) (i3 3a3HaUEHHSAM HOMEpIB cepiii), Ta TiATBEp/PKEHHS 3a HEeoOXiZHOCTi, 10 Ha
MOMEHT BHECeHHsl 3MiH 3asBHUKOM Oy/i0 HaflaHO MiHIMyM, SIKM BUMAara€TbCs, [JaHUX I[OJ0
crabisbHOCTI. MaroTh OyTH HaflaHi rapaHTil TOro, 10 AOC/IiKeHHs1 OyIyTh 3aBepILeHi, i ofpa3y mic/s
3aBepIleHHS [IOCTi/)KeHb y pa3i HeBiAnoBigHocTi criemmdikaiism abo HassBHOI WMOBipHOCTI
BigxueHb Bij crierudikaliiii HaMpUKiHIlI TepMiHy TIPUAATHOCTI JaHi OyayTh mozgaHi g0 IleHtpy (i3
3arpoONOHOBAHMMH 3axofaMH). Kpim Toro, y BigMOBifHMX BUMagKax MaioTb OyTH TIpoBefeHi
JOCTiHKeHHsT (OTOCTabi/IbHOCTI TOTOBOTO JTIKapChKOTO 3aco0y.

2.2.1.5. 3miHa KOHLeHTpallii B oKpeMiii A03i YmoBH, siKi = [IOKyMeHTH, Tun
0araTo/030B0ro JIIKapCbKOTro 3acoly J/ist MalTh OyTH = fIKi MAlOTh | 3MiHH
NnapeHTepaJbHOI0 3aCTOCYBaHHSA, KO/IM KUIBKICTh /iil040i BHKOHaHI oyTH
PEeYOBHHH Ha OAMHHUIIIO 1034 (TOOTO cuila fii) He npe/cTaB-
3MIHIOETBCS JieHi
II
2.2.1.6. BunyyeHHs KOHTeliHepa 3 PO3UHHHHUKOM 3 YmoBu, siki | [lokymentd,  Tun
YHaKOBKH MawTb OyTH = fKi MalOThb | 3MiHH
BUKOHaHi oyTH
npe/cTaBJ/ieHi
1,2 Ib
JoKymeHTaLis

1. OOrpyHTyBaHHS BW/IyYeHHsS|, BK/IOUAIOUM 3asBY II[0JI0 aJbTEPHATHBHUX IIJISIXiB OTPHUMAaHHS
PO3UMHHKKA, HeoOXiHOTO 7151 Oe3meuHoro Ta e)eKTUBHOTO 3aCTOCYBAHHS JTIKAPCHKOTO 3ac00y.

2. OHop/eHi: KOpOTKa XapaKTepHUCTHKa JiKapcbKoro 3aco0y, iHCTPYKIisi [ MeAUYHOro
3aCTOCYBaHHS Ta MPOIO3ULii 10 MapKyBaHHS Ha yIaKOBLY.
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2.2.2. BupoOHULTBO

2.2.2.1. 3amina a00 BBeJeHHH A0/JaTKOBOI Ji/ILHHUIL YmoBH, siKi = [IoOKyMeHTH, Tun
BHPOOHHUIITBA /I/IA YaCTHHHU a00 BCHOT0 BUPOOHUUOT0 MaTb OyTH = fIKi MAlOTh | 3MiHH
MpOoIeCy TOTOBOIO JIIKapCHKOI0 3aco0y BHUKOHaHi oyt
npeAcTaB-

JIeHi
Q) ATBHUISA AJIs1 BTOPUHHOTO NMaKyBaHHA 1,2 1,3,8 IA
0) AIBHMIA [IJIsI IEPBUHHOTO MAaKyBaHHA 1,2,3,45 1,2,3,4,8,9 IA
B) Ji/IbHULIA, HA AIKil MPOBOAATHCA 0y/Ib-s1Ki BUPOOHUUI I1

cTafii, 3a BUHATKOM BHITYCKY Cepiii, MpoBe/jeHHS
KOHTPOJIIO SIKOCTi Ta BTOPUHHOT0 NAaKyBaHHA, AJIsl
JMKApPCHKHUX 3ac00iB 6i0/10riyHOr0/iMyHO/I0TiYHOT0
MOXO0/)KeHHS

r) JUIBHULA, IKa BUMarae npoBe/ieHHsl IePBUHHOI II
nepeBipKH BUPOOHMI[TBA a00 MepeBipKH BUPOOHHUIITBA
KOHKPETHOIr'0 FOTOBOI0 JIIKapChKOro 3aco0y

I) ATBHUILIA, HA SIKill IPOBOJATHCA 0YAb-IKi BUPOOHUUI 1,2,3,4,5,6, 1B
CTa/jiii, 32 BUHATKOM BHITIyCKY cepiii, KOHTPOJII0 IKOCTi, 7,89
NePBHHHOI0 Ta BTOPUHHOI'0 NAKyBaHHS, /A

HeCTepHWIbHHX JIIKapChKUX 3aC00iB

1) AITBHULS, HA AKii NPOBOJATHCA 0y Ib-IKi BUPOOHH U 1,2,3,4,5,6, 1b
cTapii, 32 BUHATKOM BHMITYCKY cepii, KOHTPOJIIO SIKOCTi Ta 7,8
BTOPUHHOT'0 MAKYBaHHA /ISl CTEPU/IBHHUX JHIKAPCHKUX

3aco0iB, 110 BUP00/IeHi 3 BUKOPHCTAaHHAM acenTHYHOI0

MeToAY, 3a BUHATKOM JTIKapChbKHX 3aC00iB

0i0/10TiYHOTr0/iMyHOJIOTIYHOT0 TTOX0/PKEeHHS

YMoBHu

1. 3a10Bi/IbHI pe3y/ibTaTH MepeBipKH BUPOOHUIITBA 3a OCTaHHI TPU POKH, MPOBe/IeHOT KOMIIeTeHTHUMU
YTIIOBHOBa)KEHUMHU OpraHaMU Jiep>KaB, siKi BXoasaTh Ao PIC/s, Incnekijiero BOO3 abo yroBHOBa)KeHUM
OpraHoM YKpaiHH.

2. IinbHULIA Ma€ 03Bin (/TilleH3it0) Ha BUPOOHUIITBO BiZMIOBiAHUX JTiKapChbKUX (opM abo JTiKapChKOTOo
3aco0y.

3. Lle#t nikapcbKuii 3acib € HeCTePUTLHUM.
4. Y pa3i HeoOXiJHOCTi, HarpuK/Iaj, [ CyCIeH3ili Ta eMyJbCili - TIpOBe/leHa CXema BaJsizarlii
nporiecy abo ycCmillHO BWKOHAaHA Basifallis BUPOOHWIITBA HAa HOBiM [iNMbHUII BiATIOBiAHO 7O

3aTBEPA)KEHOI'0 ITIPOTOKOJIY HpHHaﬁMHi Ha TPbOX ITPOMHUC/IOBUX CepiHX.

5. Ileti nikapchKuii 3acib He € JIiKapcbKUM 3ac000M 0i0/10TiUHOr0/iMyHOJIOTIYHOTO TIOXO/PKEHHS.

JloKymeHTaLis

1. TTigTBEpKeHHS, 1110 3arpPOTIOHOBAHA [IiIbHULST BUDOOHUIITBA Ma€ BiJTOBiAHUI [03Bia (JTilleH3i0)
Ha BUPOOHMLITBO JiiKapcbKoi ¢opmu abo nikapceKoro 3acoly, a came:
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JUIsI BUPOOHUYOI Ai/IbHMLI B YKpaiHi — KOMist YMHHOI JIil[eH3i1 Ha BUPOOHUIITBO;

KOsl JIiljeH3ii Ha BUPOOHMIITBO (SIKIIIO 3TiHO i3 3aKOHO/aBCTBOM KpaiHM BUPOOHMKA JIIleH3is Ha
BUPOOHUIITBO iCHYy€ JidIle B e/leKTPOHHOMY Bursigi (Hampukmag, CIIIA), mae Oytu HazjaHa
pO3[pyKiBKa i3 MOCWIaHHSIM Ha BiAMOBigHUM oQilliiiHuii caliT, 3acBifueHa mMiAMMCOM/TIEUAaTKOIO
3asBHMKA) abo0 iHIIOTrO [03Bi/ILHOTO JIOKyMeHTa Ha BUPOOHHIITBO 3asiB/IeHOI JIiKapChKoi (opMu y
KpaiHi BUDOOHUKaA;

3acBifjueHa KOIlisi JOKyMeHTa, IT[0 TI/ATBEP/PKYE BiJMOBiHICTH BUPOOHMIITBA JIiIKAPCHKOTO 3aco0y
BuMmoram GMP, BujaHoro [lep>iikcy>k0010 BifMOBigHO [0 BUMOr Haka3dy MiHicTepcTBa OXOpOHU
310poB’a Ykpainu Bif 27 rpyjHsa 2012 poky Ne 1130 «IIpo 3artBepikeHHs Ilopsaky IpoBezieHHs
MiATBepKeHHsI YMOB BUPOOHUIITBA JTIKAPCHKUX 3aC00iB BUMOTraM HasieXKHOI BUDOOHUUOI TIPaKTHUKN»,
3apeecTpoBaHoro y MinicrepcerBi roctunii Ykpainu 21 ciuns 2013 poky 3a Ne 133/22665, abo
rapaHTiMHUM JIMCT 3asiBHMKA L[O/I0 HAaJlaHHS TaKOro [OKyMeHTa TMpOTArOM CTPOKY IIpOBeJeHHS
Crierjiasi3oBaHoOl eKCIepTUsu.

2. Indopmaryis mofo kimekocTi (= 3), HOMepiB, po3mipy Ta JaTd BUPOOHUWIITBA cepiid, sKi
BUKOPHUCTOBYIOThCS Y JOC/Ii/PKeHHSX 3 Baslifiatiii, faHi 3 Bastigaiii abo mpotokon (cxema) Basizariii (3a
rotpeon).

3. 3asiBa 1Ipo BHECEHHSI 3MiH Ma€ YiTKO BH3HA4YaTH 3aTBEPZPKEHOTO Ta 3allpOIIOHOBAHOTO BUPOOHMKIB
rOTOBOTO JIiIKAapCHKOTO 3aco0y, sIK 3a3HaueHO B MyHKTi 2.5 3asgBU TIPO [lep>KaBHY peecTpaLiito
niKapceKoro 3aco0y, popma sikoi HaBeZieHa y fogatky 1 o TTopsaxky.

4. Komii 3aTBep/pkeHUX crielidikallii TPy BUITYyCKY Ta HaMpUKIHI[i TepMiHy TMpUAATHOCTI (3a
rotpeon).

5. TTopiBHSA/BHI AaHi aHasi3iB OJHi€l MPOMKUCIOBOI Ta JBOX [OC/IiIHO-TIPOMHUC/IOBHUX cepiii (abo ABOX
MPOMMCJIOBUX Cepiii), BUpOOIeHNX Ha 3ampONOHOBaHiN MAiMbHMII, Ta TPbOX Cepili, BUPOOIEHUX Ha
3aTBep/KeHil AimbHUL. [JaHi Mpo HACTyMHI ABi MpomMKC/IOBi cepil MaroTh OyTH HazjaHi fo LleHTpy Ha
BUMOTY abo y pa3i HeBiAmoBigHOCTI crierfudikaliisim (3 BiiTIOBiZHOIO MPOIIO3UILI€T0).

6. [ns M'skux Ta pigkux mikapcbkux ¢(opm, y skux A®I abo fitoya pedyoBWHA TPUCYTHS Y
Hepo3uuHeHi dopwmi, MatoTh OyTH HazlaHi HeoOXigHI AaHi 3 Bamifarlii, MiKpOCKoIiuHe 300pakeHHsI
po3mnoziny Ta Mop(oorist 4UacToK.

7. SIkimo HoBa BupoOHMYA AinbHULS BUKOpUCTOBYe ADI abo firouy peduoBHHY sIK BUXiZHUI Martepias
— 3agBa YO, ska BiAnoBiZjae 3a BUMycK cepii Ha finbHUI, mo A®PI abo giroua peuoBHHA
BUPOO/ISETbCS 3TiJHO 3 BUMOTaMHU HaleXHOI BHPOOHMYOI TPAKTUKK IOJO0 BUXiJHUX MarepiasiB
(uMHHe BUIAHHS).

8. 3MiHM [10 BiAMOBIHUX PO3/i/IiB MaTepianiB peecTpaL|iiHOrO 10ChE.

9. S0 BUPOOHULITBO TOTOBOTO JTIKAPCHKOTO 3aco0y Ta HOro mepBUHHE MaKyBaHHS 37ilCHIOETHCS Ha
pi3HMX BUPOOHWUMX [iBHULX, CJIifi BUSHAUUTH YMOBHM TPAHCTIOPTYBaHHS Ta 30epiraHHs rOTOBOTO
nikapcbkoro 3aco0y y ¢opwmi in bulk Ta mpoBecTH gocsizpkeHHs 3 X Bastifariii.

IpumiTKa.

BupobOHUKYM TIOBUHHI BUKOPUCTOBYBATU Yy SIKOCTI BUXiHMX MarepianiB Tinbku Ti API abo airoui
PEUOBUHH, ITI0 BUPOOJISIOTHCS BiJITIOBITHO /10 BUMOT Ha/Ie)KHOI BUDOOHMUOI TIPAaKTHKH, TOMY KOXKHUH
BUPOOHUK, 1110 BUKOpUCTOBYe ADI abo fitoui peuoBHMHM Y SIKOCTi BUXiJIHOTO MaTepiaiy, TOBUHEH
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Hajatu Taky 3aaBy. Kpim toro, ockisibku YO, BiAroBiziajibHa 3a BUIYCK Cepil, Hece BiANOBiJa/lbHICTh
3a cepito, y pa3i, Ko KOHTPOJIb cepii BiOyBaeThCs Ha iHIIIM [JiMbHULI, HeoOXi/Ha 0aTKOBA 3asiBa
ITI0/I0 BiZITTOBiZIHOCTI BUMOTraM Ha/ie)kHOI BUPOOHUYOT MpakTHKY Bif YO, BifMOBiZaIbHOI 32 KOHTPO/Ib.

Y BuIagKax, K0Jii BADOOHUKOM BHCTYTIA€ OfiHa 0co0a, CTiJ| HaJlaBaTH TiIbKK O/IHY 3asiBY.

SIK1110 BUpOOHUKIB Oisibilie 0JHOTO, 3asiBHUK MO>XKe Ha/laTH TiJIbKU OZHY 3asiBY, MiMUCcaHy ofHie YO,
3a YMOBH, I110:

13 3a1BU 3p0O3YMLJIO, 1110 BOHA CK/IafleHa Bif| iMeHi BCixX 3afigHux YO,

€ Y HasBHOCTI MUCHMOBHMM KOHTPAaKT MiK 3assBHUKOM Ta BUPOOHUMKOM, y SIKOMY UYiTKO BHW3HAueHi
000B’s13KM KOXKHOI 3i CTOpiH, a YO, 110 Hajae 3asBy, 3a3HaueHa y KOHTPakKTi sK ocoba, 10 Hece
BigmnoBiganpHiCTh 3a goTpuMadHs BuMor GMP nipu BupoOHu1TBi API abo zAirouoi peuoBUHU.

3assBHUKOM ITi/ITBEP/)KY€ETbCS, 1110 BiH KOPUCTYETbCS TMOC/AyraMu npuHaMHi ofHiei YO. He MOXyTb
OyTH TIPUMHSATI 3asiBU BiJ| MepcoHasy, sIKMi HaWHATUN BUPOOHMKAMU B iHIIMX KpaiHaX, BK/IFOUAIOUH
KpaiHM 3 MDKHapOJHHMMU [OrOBOPAMM IIPO B3a€EMHE BH3HAHHS pe3y/bTaTiB IHCMEKTYBaHHS Ha
BiJINOBiJHICTE BUPOOHHUITBA BUMOTaM HaJIe>KHOI BUPOOHUYOI TIPAKTHKH.

3asBa He BUMAraeTbCsl [Jjis KpPOBi ab0 KOMITOHEHTIB KpOBi, II0 TIOBWHHI BiZTIOBiZaTH BUMOram
HupektuBu 2002/98/€C €Bporelicbkkoro mnapnaameHTy Ta Pagu Big 27 ciuns 2003 poky mnpo
BCTAHOBJIEHHSI CTaHZAAPTIB SKOCTI Ta Oe3meku [y 300py, TecTyBaHHsS, 0OpoOkw, 30epiraHHs Ta
PO3MO/iTY JIFOACHKOI KPOBI Ta ii KOMITOHEHTIB, a Tako)X nornpasok A0 JAupektrsu 2001/83/€C.

2.2.2.2. 3MiHH, 10 CTOCYIOTHCA BUITYCKY cepii Ta YmoBu, siki | lokymentd,  Tun
KOHTPOJII0 SIKOCTi FOTOBOrO JIIKapChKOr0 3aco0y MalTh OyTH = fIKi MalOTb = 3MiHH
BUKOHaHi oyTH
npejcTaB-
JIeHi
a) 3aMiHa a0o0 A0jaBaHHA JUTLHHIY, Ha AKIH 2,3,4 1,2,5 IA

3AIMCHIETHCA KOHTPO,/Ib/BUMPOOYBaHHS cepii

0) 3amiHa a0o JoAaBaHHA BUPOOHUKA, BiJNIOBia/IbHOTO
3a BUIYCK cepii

He BK/TIOYAKYU KOHTPOJ/IL/BUNPOOYBaHHA cepii 1,2 1,2,3,4,5 IA
BKJIIOYaKY¥ KOHTPOJ/IL/BUNPOOYBaHHs cepii 1,2,3,4 1,2,3,4,5 IA
BK/TIOUAI0Y¥ KOHTPOJ/IL/BUNIPOOYBaHHSA cepii /i IT

JMKapCHKOro 3aco0y 0io/1oriuHoro/iMmyHo/10riuHoro
MOXO/PKeHHs Ta 0/JUH 3 MeTO/[iB aHa/Ti3y, 110
3aCTOCOBYETHCA HA JUIbHUILI, 10 €
0ios1oriyHUM/iMyHO/IOTiYHUM/IMYHOXIMIYHHM MeTO0M

YMoBHu

1. BupoOHUK (iTbHUILIS) TIOBMHEH MaTH BiJnoBiaHMI f03Bin (/ileH3iro).
2. JlikapcbKkuii 3acib He € JIiKapCbKUM 3ac000M 0i0/10riYHOTr0/iMyHOJIOTiYHOTO TIOXO/I)KEHHS.

3. TlepeHeceHHs i3 3aTBep/KeHOI 10 HOBOI AiTbHULI a0 ylabopaTopii Mae OyTH yCITIIIHO BUKOHAHO.
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JlokyMeHTaLlist

1. TTigTBEepAKeHHS, 1[0 3alpOIIOHOBAaHa ATLHHUI BUPOOHMIITBA Ma€ BiJOBiAHMIN [03Bin (JTilleH3it0)
Ha BUPOOHMIITBO JIiKapchbKoi hopmu abo ikapchKoro 3acoly, a came:

[Isi BAPOOHWYOI /Ii/TbHULI B YKpaiHi — KOst YMHHOT JTil[eH3i1 Ha BUPOOHUIITBO;

KOITis1 jTireH3il Ha BUPOOHMILITBO (SIKII|O 3TiJJHO i3 3aKOHO/[aBCTBOM KpaiHM BUPOOHMKA JIil[eH3isd Ha
BUPOOHUIITBO iCHYy€ JvIle B e/leKTPOHHOMY Burisaai (Hampukmnag, CIIIA), mae OyTu HazjaHa
pO3JpyKiBKa i3 MOCWIAaHHSIM Ha BiAMNOBiAHWIN OQiLliiiHUI calT, 3acBifgueHa mMiANKMCOM/TIEUAaTKOO
3asBHMKA) abo0 iHIIIOTO J03Bi/ILHOIO /JIOKYMEHTa Ha BHUPOOHHIITBO 3asiB/I€HOI JIIKApChbKOi (OpPMH Y
KpaiHi BUPOOHMKa;

3acBiflueHa KOITisl [JOKYMeHTa, IO TIATBEpPKYE BiAMOBigHICTE BHPOOHMIITBA JIIKAPCHKOTO 3acoly
BuMoram GMP, BuzaHoro /lep»kmikciy»K00r0 BiZMOBiIHO [0 BUMOT Haka3y MiHicTepcTBa OXOPOHHU
3m0poB’st Ykpainu Bif 27 rpyaHs 2012 poky Ne 1130 «IIpo 3atBepmxeHHs1 I[lopsaKy mpoBejeHHs
TTi/ITBepKeHHs] YMOB BUPOOHMLITBA JTIKAPDCHKUX 3aC00iB BUMOTaM Hasie)KHOI BUPOOHHUOI MPAKTHUKW»,
3apeecTpoBaHoro y Minictepcrsi toctuiii Ykpainu 21 ciuna 2013 poky 3a Ne 133/22665, a6o
rapaHTiMHOrO JIMCTa 3asBHUKA W00 HaJaHHS TaKOro [JOKyMeHTa IPOTArOM CTPOKY IIpPOBeJeHHS
CrieL|ia/i30BaHOl eKCIepTU3H.

2. 3asiBa 1poO BHeCeHHs 3MiH Ma€ UiTKO BU3HAuaTH 3aTBEP/KEHOIr'0 Ta 3alipOTNOHOBAHOTO BUPOOHMKIB
rOTOBOTO JIiIKAPCHKOTO 3aco0y, sIK 3a3HaueHO B MyHKTi 2.5 3asBU NP0 [lep>KaBHY peecTpariito
nikapcbKoro 3acoby, ¢popma sikoi HaBeZieHa y fofatky 1 o ITopsgky.

3. 3asiBa YTOBHOBa)keHOI 0cobu, sika BiJMOBiZjae 3a KOHTPO/b sIKOCTi cepii, mo API abo giroua
peyoBMHA BHUPOOJSETHCS 3TrifIHO 3 BUMOramMy HaleXHOI BHUPOOHMUOI TPAKTUKU I{0JJ0 BUXiJHHX
MarepianiB (YMHHe BUW/aHHs). Y3arajbHeHa 3asiBa Mo)ke OyTH HajlaHa 3a YMOB, BUKJIQ[IeHUX Y
MiAnyHKTI 2.2.2.1 1poro gopaTka.

4. 3MiHU [10 BiATIOBIAHMX pO3/i/iB MaTepiaiB peecTpaLliiHOIro /JOChE, BK/IIOUaOU OHOBJIEHY KOPOTKY
XapaKTePUCTUKY JTIKapChKOTO 3aco0y, iHCTPYKIIit0 AJisT MeJUUHOTO 3aCTOCYBaHHsSI Ta TPOTMO3ULIii /10
MapKyBaHHS Ha yTaKoBIIi (3a He0OXiHOCTI).

2.2.2.3. 3minn y nponeci BHpoOHHUIITBA FOTOBOI'0 YmoBu, siki | lokymentu,  Tun
JIIKapChKOro 3acody MalTh OyTH = fAKi MAlOTh | 3MiHHM
BUKOHaHi oyTH
npejcTaB-
JieHi
a) He3HaUyHa 3MiHa y MpoLeci BAPOOHUIITBA TBEP/Oi 1,2,3,4,5,6, 1,3,4,6,7,8 IA
yiKapcbKoi ()opMH /s Nepopa/ibHOr0 3aCTOCYBaHHA 3 7

HeraHuM BHBL/ILHEHHSIM a00 pO3UMHIB /1A
NepopajibHOr0 3aCTOCYyBaHHA

0) 3miHa y nponeci BUPOOHUIITBA, AKA MOXKeé MaTH II
iCTOTHMI1 B/IMB Ha fAKiCTh, 0e3neKy Ta eeKTUBHICTH
JIIKapCbKOro 3acody

B) JIIKapChKHUH 3acid € JTiKapCcbKUM 3aco0oM II
0i0/10riuHOr0/iMyHO/IOTIYHOT0 MOXO/PKEHHSI Ta 3MiHA
BHMarae npoBe/ieHHs MOPiBHAIBHUX JOC/Ti/PKEeHb

r) BefieHHsI HECTAaHAAPTHOI'0 MeTOAY KiHIeBOi II
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cTeputi3anii

I) BBeJleHHsI a00 30i/IbIIIeHHs PUITYCTUMOT0 HA/I/THIIKY II
JIiF0U0i peuoBHHH

J) He3HAYHa 3MiHa y mpoueci BUPOOHHUI[TBA BOJHOI 1,2,4,6,7,8 Ib
cycneH3ii Ji/isi mepopaibHOr0 3aCTOCyBaHHS

YMoBHu

1. Hemae XofHUX 3MiH y sIKiCHUX ab0 KiJbKiCHUX TMOKa3HUKaxX Mpodio JOMIIIoK abo y ¢isuko-
XIMIUHMX BJIaCTUBOCTSIX.

2. Leit nikapchbKUX 3acib He € JliKkapCbKMM 3aco00M 06i0/IOTiYHOr0/iMyHOJIOTiYHOTO ab0 POCTUHHOTO
MOXO/PKEeHHS.

3. BupobOHUuMii Tpoliec, SIKMMA BK/IIOUA€ OKpeMi CTaflii, 3a/MIIA€TbCA TaKUM CaMUM, HarpUK/aj,
00poOKa TIPOMDDKHUX TIPOAYKTiB, i HeMae JXOJHMX 3MiH Yy OyAb-KOMY PpO3UMHHHKY, IO
BHUKOPHCTOBYETHCS Y TIPOLIeCi BUDOOHUIITBA.

4. 3aTBep/yKeHr BUPOOHUUMI MPOIieC Ma€ KOHTPOJIIOBATUCS BiITIOBiTHUM MeTO/aMH i Iji MeTOU He
noTpeOyOTh XKOAHUX 3MiH (PO3IIUPeHHST a00 BITyUeHHS ZIOMYCTUMHUX MEX).

5. Criercpikariii Ha rOTOBUH JIiKapChKHiA 3acib abo MPOMiXKHI MPOAYKTH 3a/IMIIAIOTHCSl He3MiHHUMH.

6. HoBuii BUpOOHMUMII TIpOIieC TIOBUHEH 3a0e3rMeurTH BUTOTOBJIEHHSI aHA/IOTiYHOTO TOTepeHbOMY
JiKapchKOro 3aco0y 3a ycima MoKa3HUKaMU SIKOCTi, Oe3reky Ta e)eKTUBHOCTI.

7. PosmouaTo gociifkeHHsT CTabibHOCTI BiJTIOBITHO /710 BUMOI HACTAHOBW ITOZI0 BUMPOOYBaHHS
ctabimpHOCTI a60 KepipHMX npuHIMMIiB ICH 111010 BUNIpoOYBaHHS CTabiMbHOCTI (UMHHE BUAAHHS) /15
NMpUHAWMHI OZIHI€l AOCTiJHO-TIPOMUCTOBOI ab0 TPOMUCI/IOBOI Cepii i3 3a/I0BiTLHUMU pe3yJ/ibTaTaMU
CTabiTbHOCTI MPOTSITOM TPbOX MICALiB abo Oifbille. 3asBHUK TapaHTYeE, 10 AOC/iHKeHHS OyayThb
3aBepIlleHi, i opa3y Tic/s 3aBepIleHHsT JOCIi/KeHb y pa3i HeBifmoBigHOCTI crerudikariism abo 3a
HasiBHOI MMOBipHOCTI BifxwieHb Bij crenydikariiii HaMpHKiHI TepMiHy TPUJATHOCTI AaHi OyIyThb
nozaHi g0 LleHTpy (3 BiAMOBIAHOIO MPOMO3ULIi€L0).

JoKyMeHTallist

1. 3MiHM [0 BIANOBIHUX PpO3ZUTIB MaTepialiB pPeeCTpaLiiHOrO JO0ChE, BKJ/IIOUAIOUM ITOPIBHSHHS
3aTBep/KEeHOro Ta 3alpOIIOHOBAHOI0 BUPOOHUUOIO MPOLieCy.

2. Inst M'IKUX Ta PiJJKUX JIiKapCbKUX (OpM, Yy SIKUX Jlif0ua peuoBUHA MICTUTBHCST Y HEPO3UMHHIN (opmi,
BiAMOBIAHI faHi 3 Basifalii 3MiH, BK/JIFOYaOUU MIKPOCKOIIIO YaCTOK /I [epeBipKU BUAVMUX 3MIH Y
Mopd@oJIorii; MOPiBHAMBHI [JaHi rpaHy/IOMeTPUYHOTO CKJIaZly 3a Bi/IOBiJHUM METO/|OM.

3. Ons TBepaux JjikapcbkKux ¢GoOpM — [aHi, 1[0 MiATBepAKyHOTb BiACYTHICTb 3MiH y mpodii
pO3uMHeHHs1 OfHiei TpomuCcIoBOI cepii, BUpoOseHOI 3a 3MiHEHOH TEXHOJIOTIE TIOPiBHSHO 3
OCTaHHIMH TpbOMa CepisiMM, BUPOOJIEHMMHU 3a Y3TOJPKEHOI TeXHOJIoTiero. [laHi mpo HacTymHi ABi
TMOBHi MPOMMCJIOBI cepii MaroTh OyTH HajjaHi Ha BUMOTY abo y pa3i HeBiAMoBigHOCTI crierudikariisam
Oyzme moBimomsieHo IleHTp (3 BiAMOBiZAHOMO TMpormo3uiliero). s POCTUHHUX JTiKApChKUX 3acobiB
MOJKYTb OyTU NPUMHSATHUMH JIaHi 1110710 pO3TaJjaHHsI.

4. OOrpyHTyBaHHS Bi[ICyTHOCTi HeOOXiZHOCTi TIpPOBeJEHHS [JOC/iMIKeHb €KBiBaJIeHTHOCTI 3TiJHO 3
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HacTaHOBaMH abo KepiBHUI[TBaMH 3 AOC/TiyKeHHs 610Z0CTYMHOCTi (UMHHe BUAAHHS).
5. Y pa3i 3mMiHuM y niporieci ctepuizaiiii HeoOXiJHO Ha/laTH JjaHi 3 Bastiarlii.
6. Komis 3aTBep/pKkeHrX crieljvikalliii Mpy BUMYCKY Ta HaMpUKIiHLi TepPMiHy MPUJAaTHOCTI.

7. [Hani aHami3iB (y BUrmsgi mNOpiBHSUIBHOI TabsuIli) TNpuHAWMHI OfHi€l MPOMMCIOBOI cepii,
BHUPOOJIEHOI 3a Y3rOZPKEHOI0 Ta 3alpOINOHOBAHOI TEeXHOJIOTiAMH. [laHi Mpo HACTymHi ABi TMOBHI
MPOMMCJIOBI cepii MaroTh OyTH HaJjaHi Ha BUMOTY abo y pa3i HeBiAmoBigHOCTI crierudikarisim Oye
roBifjomsieHo LleHTp (3 BiJMOBiHOIO TIPOTIO3ULIi€R0).

8. [TigTBep/KeHHs, 1[0 OC/i/PKeHHsI CTabi/IbHOCTI pO3rMoyaTo BiAMOBIAHO 0 BUMOT HaCTaHOBH I1[0/[0
BUTIPOOyBaHHS cTabinmbHOCTI abo kKepiBHuX mnpuHimniB ICH 1miogo BumpoOyBaHHS cTabimbHOCTI
(unHHe BU/aHHs) (i3 3a3HaUeHHSIM HOMEDIB cepill) [yis MpUHAWMHI OZHI€T 1OCTiJHO-TIPOMHC/IOBOI abo
ITPOMHCIIOBOI Cepii i3 3aI0BI/TbBHUMU pe3yibTaTaMy CTabiTbHOCTI MTPOTSATOM TPhOX MicSIiB ab0 OisbIle
Ta npodisiem crabinbHOCTI, MOAIOHUM /10 Tpodimto cTabiMbHOCTI JliKapchbKoro 3aco0y, BUPOO/IEHOTO
3a Y3ro/pKeHOH TexHoJoriero. MarwTb OyTM HajaHi rapaHTii TOro, 1[0 [AOCTiZKeHHS OyAyTh
3aBepIlleHi, i ofpa3y Ticis 3aBeplieHHs JOC/IPKeHb y pa3i HeBiAmoBigHOCTI crienudikariismM abo
HasiBHOI MMOBIPHOCTI BifXxuseHb Bij crieljudikaiiiii HampUKiHI[i TepMiHy TpPUAATHOCTI AaHi OynyTh
nozaHi fio LleHTpy (i3 3apONOHOBaHUMM 3aX0ZAMH).

2.2.2.4. 3miHa po3Mipy cepii (BK/Il0UaruM Aiana3zoH YwmoBu, siki = [lokymentn, Tun
po3Mipy cepii) roTOBOro JiKapcbKOro 3acody MalTh OyTH = fIKi MAlOTh | 3MiHH
BUKOHaHI oyTH
npe/cTaB-
JieHi
a) 30i1bmenHs A0 10 pa3iB mopiBHAHO i3 3aTBepHKenum | 1,2, 3,4,5,7 1,4 IA

po3mipom cepii
0) 3menmenHs A0 10 pa3iB mopiBHAHO i3 3aTBepHKkenum 1, 2, 3,4, 5, 6 1,4 IA
po3mMipom cepii

B) 3MiHa BUMarae OI[iHK! NMOPiBHAHHOCTI (MpoOBe/ieHHS I1
MOPiBHSA/IBHUX /J0C/TI/PKeHb) JIKAPpCHKOro 3acofy
0i0/10TiYHOT0/iMyHO,/IOTIYHOT0 TTOX0/PKEHHS

r) 3MiHa CTOCY€ThCA BCiX iIHIIUX JiKapcbKux (popm II
CYKYIHOT0 (KOMILJIEKCHOT'0) BHPOOHHUYOT0 MPOLECY

Y) 30iIbIIeHHA po3Mipy cepii 0inbI HiX y 10 pa3is 1,2,3,4,5,6 Ib
MOPiBHAHO i3 3aTBepP)KeHNUM PO3MipoM /I TBepAHX

JMiKapcbKuX ¢opM 3 HeraiHUM BUBL/IbHEHHAM

) MacmTad Ajis JTiKapcbKOro 3acody 1,2,3,4,5,6 1B
0i0/10TiYHOT0/iMyHO/IOTIYHOT0 TIOX0/KEHHS

301/IbIIMBCSI/3MEHITUBCS 0€3 3MiHM BUPOOHHUUOT0

nporecy (HanpukJ/iaj, Ay0/I0BaHHA JTiHii)

YMoBHu

1. 3MiHa He BIUIMBAaE Ha BiATBOPIOBaHICTh Ta/abo MOCTiMHICTH JliKapchbKoro 3acoby.

2. 3MiHa CTOCYETbCS TiNIbKU TBEPAUX JIKapChKUX (OPM 3 HerallHUM BUBIIbHEHHSIM [|j1sl TIepOpabHOTO
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3acToCyBaHHs1 ab0 HeCTepU/IbHUX PiIKUX JIiIKapCbKUX (OPM.

3. Byap-siki 3MiHM MeTosy BUPOOHMI[TBA Ta/ab0 KOHTPO/IO Y TpOLieci BUPOOHMIITBA CIIPUUMHEHI
3MiHOIO pO3Mipy cepii, HalpyK/IaZ, BUKOPUCTaHHAM 00/1aJHAHHS iHILIOT MPOAYKTUBHOCTI.

4. IcHye cxema Bamifarii abo Basifaifisi BUpPOOHHWIITBAa Oy/ja VCIIIHO TIpoBefeHa 3rifHO i3
3aTBEP/PKEHHUM TIPOTOKOJIOM 3 BUKOPHCTAHHSIM TIPMHAMMHI TPhOX CEpil JIiKapchbKoro 3aco0y HOBOTO
po3Mipy BiAMoOBigHO 0 HacTaHOB a00 KepiBHUIITB 3 BasliZiallii BUPOOHMIITBA (UMHHE BUAHHS).

5. Ileti nikapchKuii 3acib He € JliKapCcbKUM 3ac000M 0i0/I0TiUHOr0/iMyHOJIOTIYHOTO TIOXO/PKEHHS.

6. 3miHa He oOymoBneHa HemepenbaueHMMH OOCTaBUHaMU Yy Tipolieci BHWPOOHHWIITBA abo
MepecTOporaMu II0/10 CTabi/IbHOCTI.

7. IorepeHiii po3mip cepii He OYB 3aTBeppKeHHUH TTifi uac BHECEHHS 3MiHU TUIty TA.

JoKymeHTaLlis

1. 3MiHM /10 BiJMOBiJHUX PO3/i/iB MaTepiasiB peecTpaLiiHOro JOChE.

2. [Haui anamizie (y Burasgi mNOpiBHAABHOI TaO/uLi) TpUHAWMHI OJHi€l MPOMUCIOBOI cepil
3aTBEPPKEHOr0 Ta 3arporOHOBAHOr0 po3MmipiB. [JaHi Mpo HACTyIHI [JBi MOBHI TPOMUC/IOBI cepii
MaroTh OyTH HazlaHi Ha BUMOTY abo y pa3i HeBianoBigHoCTI crenudikariism 0yze rnoeizomieHo LeHTp
(3 BiZITIOBi/THOO TTPOTIO3MUIIIETO).

3. Komii 3aTBep/pkeHUX crielidikaliiii Mpy BUMMYCKY Ta HaINIPUKiHILI TepMiHy TIPUAATHOCTI.

4. Tndopmatis o0 KinbkocTi (> 3), HOMepiB, po3MipiB cepili jikapcbkuMx 3acobiB Ta gar ix
BHUPOOHUIITBA, I1J0 BUKOPUCTOBYIOTBCS Y AOCTIPKEHHSIX 3 Basiallii, abo cxeMa Basizartii.

5. aHi 3 Bamigariii.

6. [TigTBEpAKEHHS, 1110 JOC/i/PKeHHsI CTabi/IbHOCTI po3royvari BiAMOBi[HO 10 BUMOT HACTaHOBH II[0/0
BUMNpoOyBaHHs cTabimpHOCTI abo KepiBuux mpuHUMNiB ICH mjogo BumpoOyBaHHSI cTabimbHOCTI
(uvHHe BuUZAHHS) (i3 3a3HaueHHSIM KiTLKOCTI Ta HOMepiB cepiil) A/ MpUHAKWMHI OJHI€l J0C/iHO-
MPOMKCJIOBOI ab0 TIPOMKC/IOBOI cepii i3 3af0BiIbHUMY pe3y/ibTaTaMy CTabiTbHOCTI TIPOTSATOM TPbOX
MicsliB abo Ginbire. MaroTh OyTH HajaHi rapaHTii ToOro, [0 AOCTiKeHHS OyAyTh 3aBepiieHi, i
oflpa3y TIC/iA  3aBepIleHHS [AOCIi/PKeHb Yy pa3i HeBiAMoBiAHOCTI crerudikariisMm abo HasBHOI
WMOBIpHOCTI BifxuieHb Bij crielydikariiii HarpUKiHI[i TepMiHy MPUAATHOCTI JaHi OyAyTh MoAaHi 70
Lentpy (i3 3amporioHOBaHWUMM 3axofamu). [l jikapchKux 3aco6iB 6iosoriuHoro/iMmyHOMIOTivHOTO
MOXO/IPKeHHS — TTiATBep>KeHHs BiICyTHOCTI He0OXiJTHOCTi IPOBe/[eHHS TIOPiBHSAIBHUX JOC/Ti/I)KEHb.

2.2.2.5. 3Minu BUNIPOOyBaHb a0 JOMyCTUMHX MEX, YMmoBH, siKi = [loKyMeHTH, Tun
BCTAHOBJ/IEHHMX y crienudikaljisx, mj yac BApOOHUIITBA MaKTh OyTH sIKi MalOTh 3MiHH
rOTOBOIO JIIKapCHKOr0 3aco0y BUKOHaHi oyTH
npejAcCTaB-
JIeHi
a) 3By)KeHHs A0IyCTUMHX MeX 1,2,3,4 1,2 IA
0) JONMOBHEHHS HOBOT'0 METO/y BUNIPOOYBaHHSA Ta 1,2,5,6 1,2,3,4,5,7 IA

AOIIYCTUMHX MEX
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B) BUWIyYeHHSI HeCYyTTEBOT0 BUNTPOOyBaHHA 1,2 1,2,6 IA

r) BWIyYeHHs BUNPOOYBaHHs Yy MPOIeci BUPOOHHUITBA, II
siKe MO)Ke MaTH iCTOTHHUH BIVIUB Ha 3arajbHy fIKiCTh
rOTOBOIO JIIKapCHKOT0 3aCo0y

Y) PO3LIMPEeHHs 3aTBepP/PKeHHX JJONMYCTUMHX MeX AJIA II
NMOKAa3HHUKIB, IKi MO)XXYTh MaTH iCTOTHUH BIVIMB Ha
3arajibHy fIKiCTbh FOTOBOIO JIIKapCbKOro 3aco0y

1) AoTIOBHeHHs a00 3aMiHa BUNPoOyBaHHA 3a 1,2,3,4,5,7 Ib
pe3y/ibTaTaMH AOCTiPKEHb 3 0e3meKku abo AKOCTi

YMoBHu

1. 3miHa He oOyMmoOB/eHa TIOTIepeHBOIO €KCIePTHU3010, 1[0 3[iHCHIOBasach MJIsi TIeperssiay
JIOTTyCTUMUX MeX crelvdikalliii (Harpuksaz, poBe/ieHO0 iJ] uac MOJaHHs 3asiBU MPO peecTpaliito
abo BHeceHHs 3MiH Tuy IT).

2. 3miHa He 0OyMOB/IeHa Heriepeg0aueHUMH OOCTaBHHAMM Y TIpolieci BUPOOHHIITBA, HAIPUKIA/,
YTBOPEHHSIM HOBOI HeKBasi(pikoBaHOI JOMIIIKM, 3MiHOK [JOMyCTUMHX MeX 3arajJbHOro BMICTY
JTOMIIIIOK.

3. Byib-sika 3MiHa He TMOBMHHA BUXOZUTH 3a AOIMYyCTHUMi MexXi 3aTBep/yKeHol crieljudikariii.

4. MeTo/1 BUTTPOOYBaHHS 3a/TUIIIAE€THLCS He3MiHHAM ab0 Taki 3MiHU € He3HAaUHUMHU.

5. Byab-sIKMii HOBHMIA METOJ, BUIPOOYBaHHS He Ha/IOKWUTh JI0 HOBOTO HECTAHJAPTHOTO MeToAy abo
CTaHZAPTHOTO MeTO/ly, 1110 BAKOPUCTOBYETHCS Y HOBHM CI10Ci0.

6. HoBuii meros BUINPOOYBaHHS He Ha/leXUTh [0 06ion0riuHOr0/iMyHOOTiYHOTO/iMyHOXIMIUHOTO

MeTozy abo MeTo[y, Y SKOMY BUKOPHUCTOBYEThCS Oi0MOTiUHMIA peakTHB i cyOcTaHIii 6iomoriuHoro
MOXO/IPKEeHHS (32 BUHATKOM CTaH/apPTHHUX (papMakKOreHHUX MiKpoOio/IoriuHuX MeTO/IiB).

JoKkyMmeHTaLlis

1. 3MiHM /10 BiJIOBIJTHUX PO3/iJIiB MaTepiasiB peecTpaLliiHOrO OChE.

2. INopiBHsIbHA TAabMMLIS L[OZ0 3aTBEPAKEHOTO Ta 3allPOTIOHOBAHOTO BUITPOOYBAHHS Ta JOMYCTUMHX
MeX.

3. Ornmc 6yib-KOro HOBOIO MeTO/ly BUTIPOOYBaHHS Ta JlaHi 3 ioro Basifariii (3a HeoOxigHOCTI).

4. [NaHi aHasi3iB /i1 ABOX MPOMMCIOBUX Cepiil (TpbOX MPOMUCIOBUX Cepiii AJisi iKapcbKUX 3aco0iB
6io/IOTiYHOTO TOXO/KEHHsI, SIKIII0 He OOIPYHTOBAHO iHILIE) IOTOBOTO JIiKapChbKoro 3aco0y 3a Bcima
MOKa3HUKAMU crieludikariiil.

5. TopiBHsAMbHI AaHi 100 TPOdi/I0 pO3UMHEHHS A/ TOTOBOTO JIIKAPCHKOTO 3aco0y MpUHaWMHI
OJIHi€1 JOC/iHOI cepii, BUTOTOB/IEHOI 3a 3aTBEP/KEHUX Ta 3allPONIOHOBAHUX YMOB (3a HEOOXimHOCTI).
[17151 pOCTMHHMX JTIKapChKHX 3ac00iB MOXKYTb OyTH MPUMHATHI AaHi 100 PO3MaZiaHHs..

6. OGrpyHTYBaHHs/OL[iHKa PU3HKY, L0 MiJTBepP/)KyE He3HAUHICTh 3MiHEHOTO IapameTpa.

7. O6IpyHTYBaHHS BBe/|eHHS] HOBOT'O BUIPOOYBaHHS Y MpoL{eCi BUPOOHULITBA Ta JJOMYyCTUMHUX MEX.
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2.2.3. KoHTpO/Ib JOMOMDKHHMX Pe4OBUH

2.2.3.1. 3mina mapamertpiB crnenudikaiiii Ta/ado YMmoBy, siki | [JokymenTHn,  Tun
JIOTIyCTUMMX MeXX /I/If1 JONIOMI)XKHOI pe4OBUHU MalTh OyTH = fKi MalOTh = 3MiHH
BUKOHaHi oyTH
npejAcCTaB-
JIeHi
a) 3By)KeHHs I0IyCTUMHX MeX 1,2,3,4 1,2 IA
0) nonoBHeHHA crnenu@ikaiii HOBUM MOKA3HUKOM 3 1,2,5,6,7 1,2,3,4,6,8 IA

BiANOBiAHUM MeTO0J0M BUIIPOOYBaHHSA

B) BUWIYuYeHH i3 cieni(ikanii He3HaYHOro NoKa3HUKa 1,2 1,2,7 IA
(HanpuKIaj, BUIydeHHs 3aCTapi/ioro NokKa3sHUKa)

r) 3MiHa 3HaXO0JUThCs M03a 3aTBeP/PKEHUMHU II
JOIMYCTUMHMM Me)KaMH crierugikanii

I) BWiydyeHHs i3 cnienudikaiii mokasHuka, sKMd MoXe II
MaTH iCTOTHUH BIUTUB Ha 3arajbHYy fIKiCTh TOTOBOTO
JIIKapCcbKOro 3acody

1) JOMOBHEHHA a00 3aMiHa MoKa3HUKa cnenudikanii 3a 1,2,3,4,5,6, 1B
pe3y/ibTaTaMu AOCTi/PKEeHb 3 0e3meku abo AKOoCTi (3a 8

BHHATKOM JTiKapChbKHX 3aco0iB 0io/toriuHoro ta

IMYHOJIOTIYHOT'0 TTOXO0/KEHHS)

YMoBHu

1. 3miHa He oOyMmoOB/eHa TIOTIepeHBOIO €KCIePTHU3010, 1[0 3[idCHIOBasach /MJisi TIeperssiay
JIOTTyCTUMUX MeX crelvdikalliii (Harpuksaz, poBe/ieHO0 TiJ] uac MOJaHHs 3asiBU MPO peecTpaliito
abo BHeceHHs 3MiH Tumy IT).

2. 3miHa He 0OyMOB/ieHa HeTepegOaueHUMH OOCTaBHHAMM Y TIpolieci BUPOOHUIITBA, HAIPUKIA/,
YTBOPeHHs1 HOBOI HeKBaJTi(hikoBaHOI AOMILLIKY; 3MiHa JOMYCTUMHX MeX 3arajibHOr0 BMICTY JOMIILIOK.

3. Byab-sika 3MiHa He MOBHMHHA BUXOAUTH 3a JOMYCTUMi Mexi 3aTBep/yKeHoi crierjudikariii.
4. Metoz BUNIpOOyBaHHS 3a/IMIIAETHCST He3MiHHAM ab0 Taki 3MiHU € He3HAaUHUMH.

5. Byap-siKkuii HOBUMIA MeTOZ, BUIPOOYBaHHS He Ha/Ie)KUTh [0 HOBOTO HeCTaHJAPTHOTO MeToAy abo
CTaHZAPTHOTO METO/Y, 1110 BAKOPUCTOBYETHCS Y HOBUH CITOCi0.

6. HoBuii Mero BUMpOOyBaHHS He HaJeXWTh A0 0i0/OriyHOro/iMyHOIOTiYHOT0/iMyHOXIMIUHOTO
MeToly abo MeToAy, y AKOMY BUKOPHCTOBYEThCS OiosioriuHMii peakTuB Ajist cyOcTaHIlii Gio/ioriuHoro

MOXO/PKEHHS (32 BUHSITKOM CTaHJapPTHUX (hapMaKOTelHUX MiKPOOio/IoTiuHUX METOZIB).

7. 3MiHU He CTOCYHOTbCS JOMILIKH, IKA MA€ TeHOTOKCUYHY it0.

JloKyMeHTaLlist

1. 3mMiHM /10 BiJTIOBiJHUX PO3/Ii/IiB MaTepiasiB peecTpaLliiHOTO /IOChE.
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2. [opiBHs/TbHA TaOMMILIA 11[0/I0 3aTBEP/KEHOI Ta 3alpOINOHOBAHOI crielydikarfiii.

3. Ommc HOBOTO MeTOo/ly BUIIPOOYBaHHSI Ta JlaHi 3 Moro Basizatlii (3a HeoOXigHOCTI).

4. ani aHasi3iB A1 ABOX NPOMHUC/IOBUX Cepill (TPhOX MPOMUCIOBUX Cepili /s MiKapChbKUX 3acobiB
6io/OTiyHOTO TOXO/KEHHs, SIKIII0 He OOIDYHTOBAHO iHILIe) rOTOBOTO JiiKapchbkoro 3aco0y 3a Bcima
MoKa3HWKaMU crieljudikariiil.

5. IlopiBHsutbHI faHi Tpodimt0 po3uMHEHHS [ FOTOBOrO JIKApChbKOro 3aco0y TMpUHAWMHI OfHiel
JIOC/TiIHOI cepii 3 OMOMDKHMMHK peuOBHMHAaMH, SIKi BiJTIOBiZlatOTh 3aTBep/pKeHil Ta 3arporoHOBaHi
crierpikarism (3a HeobxigHOCTI). 17151 POCTMHHMX TiKapChbKUX 3ac00iB MOXKYTh OyTH MPUIHATHI AaHi

110710 PO3Ma/laHHsI.

6. OOTpyHTYBaHHS BiZICYTHOCTI HOBUX [JaHMX 3 €KBiBaJIEHTHOCTi 3TiZJHO 3 BMMOTaMH HACTaHOB Ta
KepiBHUMH TIPUHLIATIAMU II0Z0 AOCTiIyKeHHS 0i0Z0CTYMHOCTI (UMHHe BUIaHHSA) (3a HeoOXigHOCTi).

7. OGTpyHTyBaHHS/OLiHKa PU3UKY, 1110 TATBEppKYye He3HAUHICTh 3MiHEHOTO TTapaMeTpa.

8. O6rpyHTYBaHHS BBeJ]leHHS HOBOT'O TIOKa3HUKaA crielfudikallii Ta ZomyCTUMUX MeX.

2.2.3.2. 3miHa y MeTOAaX BUIIPOOYBAHHSA JOMOMDKHOI YmoBH, siki = [lokymenTn,  Tumn
pe4YoBHHHU MalTh OyTH = fIKi MalOTb = 3MiHH

BHUKOHaHi oyt

npejcTaB-
JieHi

a) He3HAYHi 3MiHHU y 3aTBep/)KeHUX MeToAax 1,2,3,4 1,2 IA
BUINPOOYBaHb
0) BWIyYeHHsI MeTo/ly BUIIPOOYBaHHS, SKII[0 5 1 IA
Q/IbTEPHAaTUBHUN MeTO/| BUIIPOOYBaHHS BKe
3aTBep/PKeHUuM
B) 3aMiHa 0i0/1I0riYHOr0/iMyH0/1I0TiYHOT0/iMyHOXIMiUHOT0 II

MeTo/ly BUIIPOOyBaHHA ab0 MeTo/y, Y AKOMY
BHKOPHCTOBYEThCS 0i0/10TiuHMii peareHT

r) iHmi 3MiHM y MeToax BUNPOOyBaHHA (BK/IIOYAKOUH 1,2 Ib
3aMiHy a0o JoJjaBaHHA)

YMmoBHu

1. HocnimkeHHs 3 Bastijarlii Oy/M MpoBeZieHi BiJIIOBiTHO [0 UMHHUX (hapMakorneHHUx BUMOT abo
HaCTaHOB Ta KepiBHMX TPUHLUIIB 3 Bajifalii (UMHHe BHUJAHHS) Ta pe3yJbTaTH IIPOBeAeHUX
[IOCJTi/I)KeHb MiITBepKYIOTh, 1110 HOBa METO/IMKA - iIeHTUYHA 3aTBep/ KeHiu.

2. He Oys10 >KOfHUX 3MiH Me)X 3arajJibHOTO BMICTYy [JOMIIIIOK, He BUSIBJIEHO HOBMX HeKBasliiKoBaHUX
JIOMILLIOK.

3. MeTtoau BUMpOOYBaHb 3a/UIIAIMCA HE3MIHHUMM (HArlpUK/aZ, 3MiHWIACch JOBXWHA KOJOHKH abo
TemriepaTypa NpoBe/leHHsI aHasli3y, ajie TUT KOJIOHKHA abo MeTo/[uKa - He3MiHHi).

4. HoBwmii MeTo/, BUITPOOYBaHb He HAEXKUTh [0 0i0/10riuHUX/iMyHOMOTiUHUX/iIMyHOXIMIUHUX MeTO/IiB
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abo MmeTomy, TPU SIKOMy BHKODHCTOBYEThCS Oio/IOTiUHME peareHT [y aHaslizy cyOcTaHIil
6io/ToTiYHOTO TIOXO/KEHHS (32 BUHSTKOM CTaHAAPTHUX (papMaKoIeHHUX MiKpOOioIOTiYHUX MeTO/iB).

5. IcHye 3aTBep/pkeHUM MeTOZ, BUIIPOOYBaHHS /il TOKa3HWKa crierudikariii i 1jeli MeTton He
3aTBep/KeHWM NIpYU BHeCeHHi 3MiHu Tuny [A.

JlokymeHTaLlisA

1. 3MiHM [0 BIZMOBIJHMUX PO3ZiAiB MaTepialiB peeCcTPaLliiHOTO [0ChE, BK/IOUAIOUMA OMUC METOAY
aHaJti3y, 3BiT PO AaHi 3 Bastijariii, OHOBJIeHi crielfudikallii o0 JOMIIIOK (3a HeoOXiJHOCTI).

2. opiBHsibHI AaHi 3 Basifaiii abo, KO OOIPYHTOBaHO, MOPIBHSUIbHI pe3y/abTaTH aHasi3y, sKi
Ii/ITBepAKYIOTh, 1110 3aTBep/ KeHHI Ta 3arpOIOHOBAHMI MEeTO/Y BUITPOOYBaHHS € ifjeHTUUHUMU. L5
BHMOTra He CTOCY€TbCSI BUTIAZIKY /0/laBaHHSI HOBOTO MeTO/y BUTIPOOYBaHHSI.

2.2.3.3. 3amiHa mxepesia oiep>KaHHA AOMOMDKHOI YmoBu, siki | [lokymentu,  Tun
peYoBHHH a00 peaKTHBY, 1[0 CTAHOBUTH PU3HUK Nepejadi MawTb O0yTH = fKi MalOTh = 3MiHHU
30yAHUKIB ryouaroi enrjedassonarii BUKOHaHi oyTH
npe/iCTaB-
JIeHi

a) MaTepiasny, 0 CTAHOBUTH PU3UK Nepejadi 30y JHUKIB
ryouaroi ennedasionarii, Ha MaTepiag poCJIMHHOTO a00
CHHTETUYHOT0 TOXO0/PKEHHS

AJIS1 AONIOMI>XKHMX PedYOBHH ad0 peaKkTHUBiB, fKi He 1 1 IA
BHKOPHCTOBYHOTBCS Y BUPOOHUIITBI aKTUBHOI Cy0cTaHIiii

0i0/10riYHOr0/iMyHO/IOTiYHOT0 MOX0/PKeHHA a0

JTKapPCBKOro 3aco0y 0io/10riuHOro/iMmyHo/10riuHoro

TOXO0/PKeHHS

JJI JOTIOMDKHHUX PeYoBHH a00 peakTHBIB, AKi 1,2 Ib
BHKOPHCTOBYHOTBHCS Y BUPOOHHUIITBI aKTUBHOI CyOcTaHIiii

0i0/10riYHOr0/iMyHO/IOTIYHOT0 MOX0/PKEeHHA 200

JIKapCchKOro 3acofy 06i0/10riuHOro/iMmyHo/I0TiaHOTO

MOXO0/)KeHHSA

0) 3amiHa a00 JoAaBaHHS PEYOBUHH, 1[0 CTAHOBHUThH II
PH3MK nepejadi 30yAHHUKIB ryduaroi ennedasonarii, ado

3aMiHa PeYOBHHH, 110 CTAHOBUTH PU3HUK Mepeaaui

30yaHUKIB ryouaroi eHrjedasonarii, Ha iHIIly peyoBHHY,

1[I0 CTAHOBHUTH PU3HK TepeAadi 30yAHUKIB ryouaroi

ennedanonarii, ;1A AKoi Hemae cepTudikara

BinoBigHoCTI EBponelcbKil (papmakonei 1100

ryouaroi ennedanonarii

YMoBu

1. Cnenudikaljii npy¥ BUIYCKY Ta HaMNpUKIiHI[i TepMiHy MPUJATHOCTI Ha [JOMOMDKHY PeuOBHMHY Ta
rOTOBUI JTIKADCHKUH 3aCi0 3a/IMIIal0THCST He3MiHHUMU.

JloKyMeHTaLlist

1. 3asiBa Bif BUpoOHWKA ab0 3asiBHUKA, SIKA TATBEPZPKYE, 10 JOTIOMi’KHA PEUOBUHA € PEUOBHHOIO
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BUKJTFOYHO POC/TMHHOTO ab0 CMHTETUYHOTO TIOXO/PKEHHS.

2. Pe3ynbTaTd [OCTi/PKeHHsI eKBiBaJleHTHOCTI MaTepiasiB, iX BIUVIMBY Ha BHPOOHMIITBO KiHI|€BOI
pDEUOBMHM Ta BIUVIMBY Ha XapakKTepUCTWKU (HampuK/aj, [apamMeTpyd PpO3UYMHEHHS) TOTOBOIO
JiKapCchKOTro 3aco0y.

2.2.3.4. 3vinu B MeTo/ji cuHTe3y ab0 pereHepanii YMmoBHy, aki | Jokymentn, Twun
HedapMaKoNeHHoi JOMOMDKHOI pe4oBHHH (32 HAABHOCTI = MalOTh OyTH = sIKi MalOTh = 3MiHH
B /I0Ch€) BUKOHaHi oyt
npe/craB-
JieHi
a) He3HaAuHi 3MiHM y MeTO/ji CHHTe3y a00 pereHeparii 1,2 1,2,3,4 IA
0) 3minm y cienudikariiii abo 3miHa ¢izuko-xiMmiuHmx II

BJIACTUBOCTEH JONOMDKHOI peYOBHHH, 110 MOXKe MaTH
BIUIMB Ha AKiCTb FOTOBOIO JIIKapChKOI0 3aco0y

B) /I0NIOMDKHA PeuY0BHHA € PeUOBHHOI) IT
0i0/10riYHOr0/iMyHO/IOTIYHOT0 MOX0/KEHHS

YMoBHu

1. Metoy cuHTe3y Ta crenu@ikaiii 3a1vIIalOTEC HE3MIHHUMM, BiICYTHI 3MiHM y SIKICHUX i
KI/IbKICHUX TOKa3HUKAax MpOQiI0 AOMILIOK (3a BUHATKOM 3a/MILIKOBHMX PO3YMHHUKIB, 38 YMOBH, L0
BOHU BiAnoBigar0Th KepiBHUM nipuHiunam ICH) abo ¢i3nko-xXiMiuHHUX B/IaCTUBOCTSIX.

2. 3a BUHSITKOM /1’ FOBAHTIB [IJI1 BaKIL[HH.

JlokyMeHTaList
1. 3MiHM /10 BiJIMOBIJTHUX PO3/Ii/IiB MaTepiaiB peecTpalliiHOTrO /IOChE.
2. Hani anHani3iB (y ¢opmi mopiBHsIBHOI Tabsuili) MpuHaWMHI JBOX cepiit (MiHIMyM [gocsigHO-

TIPOMUC/IOBHX) 3 BUKOPHUCTAHHSIM [JOTIOMi>)KHOI PEUYOBHMHH, BUTOTOBJIEHOI 3a Y3rO/PKEHUM Ta HOBUM
MeTo/laMi BUDOOHULITBA.

3. [MopiBHSIBHI AaHi 1110710 TPOGiTI0 pO3UMHEHHS [I7Isi TOTOBOTO JTIKapChKOTO 3ac00y TpUHANMHI [BOX
cepiit (MiHIMyM J0C/Ti/THO-TIPOMUC/IOBUX) 3 BUKOPHUCTAHHSIM JIOTIOMi>KHOI peUOBHHH, BUTOTOBJIEHO] 3a
y3rO/PKeHMM Ta HOBHUM MeTO/laMM BHMPOOHMIITBA (3a HeoOXigHOCTi). [I/if POCIUHHMX JIiKApChKUX

3aco0iB MOXXYTb OyTU IPUMHATHUMHU JIaHi 1110710 PO3TaJlaHHsI.

4. Koriii 3aTBep/ip>keHHX Ta HOBUX (3a HeOOXiHOCTI) crierudiKalliii Ha JOTIOMi>KHY peUOBUHY.

2.2.4. KOHTPOJ/Ib TOTOBOTO JIIKapCHKOT0 3aco0y

2.2.4.1. 3vina napamerpiB cnequikanii Ta/ado YMmoBHy, aki @ [lokymeHntH, Tun
AOINYCTHMHX MeXX FOTOBOI'0 JIKapChKOro 3acoly MalTh OyTH = fIKi MalOTb = 3MiHH
BHUKOHaHi oyt
Npe/ACTaB-
JIeHi

Q) 3BY)KeHHsI I0NyCTUMHX MeX 1,2,3,4 1,2 IA
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0) 3By)KeHHs AONyCTHMHUX MeX /i/Isl TIKapChKOro 3aco0y, 1,2,3,4 1,2 IA
o mipyiAarae oginiiHoMy BUNYCKY cepii

B) A0NOBHEeHHsI cnielfu(ikariii HOBUM MOKa3HUKOM 3 1,2,5,6,7 1,2,3,4,5,7 IA
BiIMOBiAHUM MeT0/J0M BUIIPOOYBaHHSA

r') BWIy4YeHHsI He3HAUHOI0 NMOKAa3HUKa (HanmpuKJiaj, 1,2 1,2,6 IA
BHJIyUeHHS 3aCTapijioro nNoKasHMKa)

I) 3MiHA 3HAXOAUTHCA 103a 3aTBep/PKeHNMH II
AOMYCTUMHUMH MeXXaMHu

A) BUWIyUeHHS NMOKa3HUKA, AKUHA MO)Ke MaTH iCTOTHUH II
BII/IUB Ha AKICTb rOTOBOI0 JIiKapChKOro 3acoldy

€) JonoBHeHHsA a00 3aMiHa MoOKa3HUKa crenuikariiii 3a 1,2,3,4,5,7 1B
pe3y/ibTaTaMu AOCTi/PKEeHb 3 0e3meku abo AKOCTi (3a

BHHATKOM JTiKapChbKHX 3ac00iB 0iostoriunoro/

IMYHOJIOTIYHOT'0 TTOXO0/)KEHHS)

YMoBHu

1. 3miHa He oOymoOB/eHa TIOTIEepeHBOIO €KCIePTHU3010, 10 3[iHCHIOBasach MJIsi TIeperssiay
JIOTTyCTUMUX MeX crelvdikalliii (Harpuk/az, MpoBeieHO0 TiJ] uac MOJaHHs 3asiBU MPO peecTpaliito
abo BHeceHHs 3MiH Tuy IT).

2. 3miHa He 0OyMOB/ieHa HerepegOaueHUMH OOCTaBHHAMM Y TIpolieci BUPOOHHIITBA, HAIIPHUKIA,
YTBOPEHHSIM HOBOI HeKBasli)ikoBaHOI JOMIILIKM; 3MiHOIO [OMyCTHMHX MeX 3arajJbHOro BMICTY
JTOMIIIIOK.

3. Byib-sika 3MiHa He TMOBMHHA BUXO/UTH 3a AOIMYCTHUMi MexXi 3aTBep/yKeHol crieljudikariii.

4. MeTo/1 BUTTPOOYBaHHS 3a/TUIIIAE€THLCS He3MiHHAM ab0 Taki 3MiHU € He3HAaUHUMHU.

5. Byab-sIKMii HOBHMI METOJ, BUIIPOOYBaHHS He Ha/IOKWUTh ZI0 HOBOTO HECTAHJAPTHOTO MeToay abo
CTaHZAPTHOTO MeTO/y, 1110 BAKOPUCTOBYETHCS Y HOBHM CI10Ci0.

6. HoBuii meros BUINPOOYBaHHS He Ha/leXUTh [0 06ion0riuHOr0/iMyHOOTiYHOTO/iMyHOXIMIUHOTO
MeToAy abo MeTojy, Y SIKOMY BHUKODHCTOBYEThCS Oiosioriunuii peaktnB myss APl abo pgitouoi
peuoBUHU 6i0/IOTIYHOTO MOXO/KeHHS (3a BUHSITKOM CTaHZAPTHUX apMaKorelHUX MiKpobiosoriuHmux

METOZIB).

7. 3MiHU He CTOCYHOTbCS JOMILIKH, IKA MA€ TeHOTOKCUYHY it0.

JloKyMeHTaLlist

1. 3mMiHM /10 BiJTIOBiJHUX PO3/Ii/IiB MaTepiasiB peecTpaLliiHOTO /IOChE.

2. INopiBHs/IbHA TaOMMILIS 1[0/I0 3aTBEP/PKEHUX Ta 3arpOTIOHOBAHUX CrielfudiKallii.

3. Onumc HOBOTO MeTO/ly BUITPOOYBaHHSI Ta JlaHi 3 Horo Basizallii (3a HeoOXiJHOCTI).

4. laHi aHasIi3iB /11 ABOX MTPOMMC/IOBUX CEPiM (TPhOX MPOMUCIOBUX CePili /IS JIiIKapChbKUX 3aco0iB

OiosoriyHOTO TIOXO/KEHHS, SKII0 He OOTPYHTOBAHO iHIIIE) FOTOBOTO JIiKapChKOTO 3acoby 3a BciMa
MoKa3HUKaMU crieljudikariiil.



37 [TpomoBxeHHs gogatka 11

5. IMopiBHs/IBHI JaHi Mpodisr0 PO3UMHEHHsS [Ji TOTOBOTO JIiKapChKOTO 3aco0y MpUHAWMHI OfHiel
JoCmigHOl cepil, fKi BiJgMoOBi#alOTL 3aTBep/)KeHili Ta 3aMporoHOBaHiM crenudikalisMm (3a
HeoOXigHOCTi). 1151 pOC/IMHHUX JTIKapChbKUX 3aC00iB MOXKYTb OYTH NMPUMHATHI JaHi 11[0/j0 pO3TalaHHs.

6. OGIpyHTYBaHHs1/OLliHKa PU3UKY, 10 MiJTBepP/)KyE He3HAUHICTh 3MiHEHOTO IapameTpa.

7. OOrpyHTYBaHHS BBEJIeHHsI HOBOT'O TIOKAa3HUKA Ta JIOMYCTUMHUX MEX.

2.2.4.2. 3miHa y MeToiax BUNIPOOyBaHHSI FOTOBOI0 YmoBu, ki | lokymentn, Tun
JIKapCbKOro 3acody MaTb OyTH = fIKi MAlOTh | 3MiHH

BUKOHaHi oyt

npe/jCcTaB-
JIeHl

Q) He3HAYHa 3MiHa y 3aTBep/)KeHHX MeTojax 1,2,3,4 1,2 IA
BUNPOOYBaHHA
0) BWIyueHHs MeTOAYy BUNIPOOYBaHHSI, IKIIIO B)Ke 4 1 IA

3aTBep/KeHOo a/IbTePHAaTUBHUI MeTO/

B) 3MiHa y GiosioriuHoMy/iMmyHo/10TiUHOMY/ II
iMyHOXiMiYHOMY MeTO/li BUIPOOYBaHHA a00 MeTo/ji, Y
SIKOMY BUKOPHCTOBY€TbHCSI 0i0/I0TiYHUN peareHT

r) iHIi 3MiHM y MeTojax BUNPOOyBaHb (BK/IIOYAOUH 1,2 Ib
3amMiHy a00 JOTIOBHEHHs)

YMoBHu

1. HocnimkeHHs 3 Basizarlii Oy/M NpoBeZieHi BiJNOBiJHO [0 UMHHUX (hapMakomeMHUx BUMOT abo
HacTaHOB, ab0 KepiBHUX TIDUHIUIMIB 3 Basifanii (YMHHe BUAAHHS) Ta pe3yJbTaTd TPOBeJeHUX
[IOCJTi/I)KeHb MiITBepKYIOTh, 1110 HOBa METO/IMKA - i/leHTUYHA 3aTBep/KeHiu.

2. He Oys10 >KOfHUX 3MiH Me)XX 3arajJbHOTO BMICTY [JOMIIIIOK, He BUSIBJIEHO HOBHX HeKBasliiKoBaHUX
JTOMIIIIOK.

3. Metoau BUMpoOyBaHb 3a/UIIMINCA He3MiHHUMM (Harpuk/az, 3MiHWIach JOBXWHA KOJOHKU abo
TeMIiepaTypa MpOoBeJleHHs aHasTi3y, ajie THI KOJIOHKK abo MeToiKa - He3MiHHi).

4. HoBuit MeTos BUMPOOyBaHb He HAEXKUTh /10 0i00TiYHUX/iMYHO/IOTIYHHUX/IMyHOXIMiUHHUX MeTO/[iB
abo meToAy, TIpU SIKOMY BUKOPHCTOBYEThCS Oionoriunuii peareHT s aHanizy A®I abo airouoi
peuoBUHU 6i0/IOTIYHOTO TIOXO/KEHHS (3a BUHATKOM CTaHZAPTHUX (hapMaKOMeWHUX MiKpoOiomoriuHmx
METOZIB).

JoKkymeHTaLlisA

1. 3MiHM [0 BIAMOBIJHUX PO3[iJAiB MaTepialiB peeCcTpPaLiiHOTO [A0ChE, BK/IIOUAIOUMA OMUC METOAY
aHaJti3y, 3BiT PO ZAaHi 3 Basijariii, OHOBJIeHi crierudikallii 1[0/[0 JOMIIIOK (SKII[0 HeoOXiIHO).

2. TopiBHsuibHI AaHi Bamifgarnii abo, K0 OOGIPYHTOBAHO, TOPIBHS/IbHI pe3y/bTaTH aHasi3y, sKi
ITi/ITBep/KYIOTh, 1110 3aTBep/ KeHHH Ta 3arpOIIOHOBAHMI MeTO/Y BUITPOOYBaHHS € ifjeHTUUHUMU. L5
BHMOTra He CTOCYEThCSI BUTIAZIKY /I0/laBaHHSI HOBOTO MeTO/y BUTIPOOYBaHHSI.
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2.2.4.3. 3miHmH, sIKi CTOCYHOTHCSI BUPOOHHYOrO mpouiecy y =~ YMoBH, aKi = [lokymentn,  Tun

peasibHOMY 4aci abo BUITYCKY 3a mapaMeTpaMH JJisi MawTb OyTH = fKi MalOTb | 3MiHH
rOTOBOIO JIIKapCHKOT0 3aco0y BUKOHaHi oyTH
npejcTaB-
JieHi
I1

2.2.5. Cucrema ynakoBKa/yKymnopka

2.2.5.1. 3miHa y nepBUHHIH YyNaKOBIL{i TOTOBOI0 YmoBy, siki | [lokymenTH, Tumn 3smiH
JIIKapCBKOro 3acody MalTh OyTH = fIKi MalOTh
BUKOHaHi oyTH
npejcTaB-
JIeHi

a) AKiCHUM Ta KiJIbKiCHUH CKIaj

TBepAi JKapchKi hopMu 1,2,3 1,2,3,4,6 IA
M’fIKi Ta HeCTepWIbHI PiJKi JiKapcbKi popmu 1,2,35,6 Ib
CTepWIbHI JIIKapChKi 3aC00M Ta JIiKkapchbKi 3aco0u II

0i0/10riYHOr0/iMyHO,/IOTIYHOT0 TTOX0/PKEHHS

3MiHA CTOCY€ETHCA 3HWKEHHS CTYNeHs 3aXUCTy OHOBJ/IEHOI II
YIIaKOBKH, SIKII[0 HasiBHi Bi/[MOBiJHi 3MiHN B yMoBax
30epiraHHsA Ta/ad0 CKOPpOUYEHHA TepMiHy MPH/JaTHOCTI

0) TMII KOHTelHepa
TBep/i, M’sIKi Ta HeCTepU/IbHI pifKi jJiKapcbKi hopmu 1,2,3,5,6,7 Ib

CTepPWIbHI JIIKapChKi 3ac00M Ta JIiKapchbKi 3aco0u II
0i0/10TiYHOTr0/iMyHOJIOTIYHOT0 TOX0/KEeHHS

YMoBHu

1. 3MiHa CTOCY€ThCS JIMIIIE OJHOTO TUITy YIIAKOBKW/KOHTeWHepa (HampuKiaj, 3amiHa OJicTepa Ha
ostictep).

2. 3arporioHOBaHWM TMAKyBa/IbHUN MaTepial TOBUHEeH OYyTH iJeHTUUYHHUM 3aTBepIKeHOMY 3a
BiJITTIOBiTHUMHY BIaCTUBOCTSIMU.

3. Po3nouato AOC/TipKeHHsT CTabLTBHOCTI BiZAMOBiHO [0 BUMOT HAaCTAaHOBH 100 BUTPOOYBaHHS
crabinbHOCTi abo KepiBHMX npuHLuMiB ICH o0 BunpoOyBaHHs cTabibHOCTI (UMHHE BUAAHHS) 715t
MPUHANMHI ZIBOX [JOC/IiTHO-TTPOMHC/IOBUX ab0 TIPOMMC/IOBUX Cepil i3 3aI0BiTbHUMHU pe3yJ/ibTaTaMy
cTabiNIbHOCTI TPOTATOM TPLOX MicsLiB abo Oisbine. OfHAK, SKIO 3arpOIIOHOBAaHUM MaKyBalbHUMN
MaTepias - OUTbII CTiMKWN, HiK 3aTBep/yKeHuUi (HampuK/Iaz, marepian Osictepa Mae Oinbiry
TOBIIMHY ), aHi I10Zl0 CTabi/IbHOCTI 3a TPU MiCSIi 11le € HeAOCTYITHUMU. MatoTh OyTH HaflaHi rapaHTii
TOrO, [0 AOCTIPKeHHs OyayTh 3aBepilieHi, i ofpa3y T/ 3aBepllieHHs [AOCIi/PKeHb y pasi
HeBiMOoBiAHOCTI crielfudikallisiM abo HasiBHOI MMOBIPHOCTI BiZiXveHb BiJ crielydikariiii HarpuKiHI[i
TepMiHy NpUAATHOCTI AaHi OyayTh nmozaHi fo LleHTpy (i3 3arporioHOBaHUMU 3aX0ZaMH).

JlokKyMeHTaLlist

1. 3mMiHM 10 BiZITIOBiIHMX PO3/Ii/IiB MaTepiasliB peecTpalliiiHOro A0Ch€e, BK/IFOUal0UM OHOBJIEHI: KOPOTKa
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XapaKTePUCTHUKA JTiIKAPCHKOTO 3aco0y, iHCTPYKLis AJsT MeAWYHOrO 3aCTOCYBaHHSI Ta TPOTO3ULII /10
MapKyBaHHS Ha yTaKoBIIi (3a HeoOXiHOCTI).

2. BignoBigHi faHi 111070 HOBOI yIakOBKU (TIOPIBHSIBHI /aHi PO MPOHMKHICTb, Hanpukaaz aas O,
CO,, Bosiorn).

3. ITigTBeppKeHHs BificyTHOCTI (3a HEOOXigHOCTI) OYy/b-sIKOI B3aeMO/Iii MiXK JiKapCbKUM 3aco00M Ta
MaKyBaJIbHUM MaTepiajioM (Hampuk/iaja, He Oy/l0 TiepeHeceHHsT KOMITOHEHTIB 3arpoIriOHOBAaHOTO
MaKyBaJbHOTO MaTepiasy /10 JTiKapChKOTo 3aco0y Ta HaBMAaKH), BKIFOUYAIOUH TTiITBEPPKEHHS TOTO, II]0
nakyBa/bHUM Marepias BifmnoBifae uYMHHKUM (hapMakOmeMHUM BUMOTaM II[O/I0 TaKyBaJbHUX
MaTepiasiB abo 3akoHozAaBcTBY €C 1110710 6e3reKkr B3aeMO/Iii TUIACTUKOBHX MaKyBa/JIbHUX MarepiasiB
Ta YNaKOBOK 3 XapUOBUMM MPOAYKTaAMHU.

4. 3asiBa, W0 /JOC/i/KeHHS CTabibHOCTI pPO3MOYaToO BiAMOBIHO [0 BUMOI HACTAHOBU IIIO/I0
BUTIPoOyBaHHsS cTabinmbHOCTI abo KepiBHux mnpuHimniB ICH 1miogo BumpobyBaHHS cTabimbHOCTI
(unHHe BuzaHHS) (i3 3a3HaUeHHsIM HOMEDIB Cepiii) Ta (3a HeoOXiJHOCTI) 1[0 Ha MOMEHT BHECEHHS 3MiH
3asBHUKOM Oy/I0 HaJjaHO MiHIMyM, SIKWM BUMAara€TbCsl, JaHUX 100 CTabiNbHOCTI, a TaKOX HasiBHi
JlaHi He BKa3yBa/u Ha Oy/ib-sKy Tipo0sieMy, MOB’si3aHy 3i cTabinbHiCTI0. MatoTh OyTH HazlaHi rapaHTii,
10 AOCTiiKeHHsT OyZyTh 3aBepllleHi, i y pa3i HeBigmoBigHOCTI crenudikaisM abo HasgBHOL
WMOBIpHOCTI BigxuneHb Bif crenudikalliii HampuKiHIi TepMiHy TMPUAATHOCTI, Ofpa3y Mic/s
3aBeplLeHHs JOC/iKeHb JaHi 0yayTh nofaHi o LleHTpy (i3 3arpornoHOBaHUME 3aX0/laMHu).

5. Pe3ynbTatu gociimpkeHHs CTabimbHOCTI, sKi Oy/0 TpoBe/leHO BiATIOBiIHO [0 BUMOI HAaCTaHOBU
o0 BUTNIpoOyBaHHs cTabinbHOCTI abo KepiBHux npuHImitiB ICH moxo BunpoOyBaHHs CTabiibHOCTI
(uMHHe BU/IaHHS), 3a BiJNIOBiIAHMMM TIapaMeTpaMy TMPUHANMHI [/Isl [BOX J0OC/IiHO-TTPOMUCIOBUX abo
MPOMMC/IOBUX Cepili JiKapCchKOro 3aco0y i3 3aJ0BUTBHMUMU TOKa3HWKaMH IIIOA0 CTabibHOCTI
MpUHakiMHi 3a Tpu Micsii. [Tpu uboMy MaroTh OyTH HajaHi rapaHTil TOro, IO AOC/TiKeHHST Oy IyTh
3aBepIlieHi, i o/pa3y mMic/s 3aBepileHHs AOCTiHKeHb y pa3i HeBiAmoBigHOCTI crenudikarism abo
HasiBHOI MMOBipHOCTI BifxwieHb Bij crenydikaiiiii HaMpUKiHI TepMiHy TPUIATHOCTI AaHi OyayThb
nozaHi fo LleHTpy (i3 3amponoHOBaHUMU 3aX0ZaMU).

6. [TopiBHs/IbHA TaOIMIIS BUMOT 3aTBEP/KEHOI Ta 3aIipOIOHOBaHOI crielydikariiii (3a HeoOXigHOCTI).

7. 3pa3ku HOBOI CUCTEMH YIIaKOBKa/YKyTIOpKa (3a HeobximHOCTi).

IIpumirka. By b-sika 3MiHa, 1[0 TIPU3BOAUTH A0 HOBOI JiKapChbKoi (popmu, moTpebye 1mojaHHs 3asBU
Tpo JlepKaBHY peecTpaliito JiikapcbKoro 3aco0y, ¢popma sikoi HaBefieHa y fofatky 1 zo ITopsiaky.

2.2.5.2. 3miHa mapametpiB crenudikarii Ta/abo YwmoBu, siki = [lokymenTn,  Tumn
JOMYCTUMMX MeX NMePBUHHOI yIIaKOBKH rOTOBOI0 MalTh OyTH = fIKi MAlOTh | 3MiHH
JTIKapCHKOro 3acody BHUKOHaHi oy
npe/cTaB-

JIeHi
a) 3By)KeHHs A0NyCTUMHX MeXX, BUSHAUYEHUX Y 1,2,3,4 1,2 IA
cnerfudikanii
0) fonoBHeHHs crenuikallii HOBUM MOKA3HUKOM 3 1,2,5 1,2,3,4,6 IA

BiIMOBiAHUM MeT0/J0M BUNIPOOYBaHHSA

B) BUJIyUeHHsI He3HAYHOI'0 NNOKa3HUKa (Hanpukiaj, 1,2 1,2,5 IA
BUJIyUeHHSI 3aCTapijioro nNoKasHMKa)

r) J0JaBaHHs a00 3aMiHa MOKa3HUKA 3a pe3y/IbTaTaMH 1,2,3,4,6 1b
JOC/Ti/HKeHb 3 0e3reKkH a00 AK0CTi
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YMoBHu

1. 3miHa He 0OyMOBJIeHa TIOTIePeIHBOIO €KCIIePTH3010, 1110 3/[iCHIOBa/Iach /IJIsl TIepersisily rmapaMeTpiB
cnienudikailii (HampyK/az, MPOBeZEHO0 i/ Yac MOZAHHS 3asiBU MIPO peecTpaillito abo BHECEHHs 3MiH
tumny II).

2. 3miHa, He 00yMOBJ/IeHa Herlepei0aueHMMH 0O6CTaBUHAMH Y TIpoLieci BUPOOHUIITBA.

3. Byib-sika 3MiHa Ha NMOBMHHA BUXO/UTH 3a AOIYyCTHUMi MexXi 3aTBep/yKeHol crieljudikariii.

4. Metoy BUNpoOyBaHHS 3a/TMIIIAIOTHCS HE3MIHHUMU ab0 Taki 3MiHU € He3HAaUHUMHM.

5. Byap-sIKMii HOBHMI METOJ, BUIPOOYBaHHS He Ha/IOKWUTh ZI0 HOBOTO HECTAHJAPTHOTO MeToay abo
CTaHZAPTHOTO MeTO/ly, 1110 BAKOPUCTOBYETHCS Y HOBHM CI10Ci0.

JoKymeHTaLis

1. 3MiHM /10 BiJIMOBIJTHUX PO3/Ii/IiB MaTepiasiB peecTpaLiiHOro /1OChE.
2. [opiBHs/IbHA TabMLISI BUMOT 3aTBep/»KeHOI Ta 3arporoHOBaHoOl crieljudikariiil.
3. Ommic HOBOTO MeTO/ly BUIIPOOYBaHHSI Ta JlaHi 3 Horo Bastizallii (3a HeobOXigHOCTI).

4. Pe3ynbraty aHasisy /Il IBOX Cepill NepBUHHOI yIIAKOBKM 3a ycCiMa IMOKa3HUKaMHM, 3a3Ha4eHUMU Y
cnerUikariii.

5. O6rpyHTyBaHHS TOTO, 1110 TIOKa3HUK € He3HAUHUM.

6. OOrpyHTYBaHHS HOBOT'O TIOKAa3HUKA SKOCTI Ta JIOMYCTUMUX MEX.

2.2.5.3. 3miHa y MeToax BUNIPOOyBaHHSs MePBUHHOI YmoBy, ki | lokymentn, Tun
YHaKOBKH rOTOBOI0 JIIKAPCHKOT0 3aco0y MaTb OyTH = fIKi MAlOTh | 3MiHH

BUKOHaHI oyTu

npejcTaB-
JIeHl

Q) He3HAYHi 3MiHM Yy 3aTBep/pPKeHUX MeToAax 1,2,3 1,2 IA
BUINPOOyBaHb
0) iHwi 3MiHK y MeTojax BUNIPOOyBaHb (BK/IIOYAKUH 1,3,4 1,2 IA

3amMiHy a00 AoaBaHHA)

B) BWIyYeHHsI MeTO/ly BUIIPOOYBaHHSA, AKII0 BKe 5 1 IA
3aTBep/pPKeHUuN a/ibTepHaTUBHUI

YMmoBHu

1. HocnimkeHHs 3 Bastijarlii Oy/M MpoBeZieHi BiJIIOBiTHO [0 UMHHUX (hapMakorneHHUx BUMOT abo
HaCTaHOB Ta KepiBHMX TPUHLUIIB 3 Bajifalii (UMHHe BUJAHHS) Ta pe3yJbTaTH IIPOBeAEeHUX
[IOCJTi/I)KeHb MiITBepKYIOTh, 1110 HOBa METO/IMKA - iIeHTUYHA 3aTBep/ KeHiu.

2. Metoau BUMpOOYBaHb 3a/UIIAINCA He3MiHHUMH (HAIpUK/IaZ, 3MiHWIACh JOBXWHA KOJOHKH abo
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TemriepaTypa NpoBe/leHHsI aHasli3y, ajie TUI KOJIOHKKA abo MeTo/juKa - He3MiHHi).

3. Byap-skuii HOBUM MeTOZ BUNPOOyBaHb He HAJEXXWTh [0 HOBOTO HECTaHJAapTHOrO MeToay abo
CTaHZAPTHOTO MeTO/y, I1I0 BAKOPUCTOBYETHCS Y HOBHM CI10Ci0.

4.  CyOcTaHiliss/roToBUM  JIiKapChKWK  3aci6 He €  peuyoBHHON/MiKapChbKUM  3acobom
6i0/T0TiYHOT0/iMYHOJIOTiYHOTO TTOXO/IYKEHHS.

5. IcHye 3atBepKeHMii MeTos BUINpOOyBaHHS [ TOKa3HMKa crenudikauii i el MeToz He
3aTBep/KeHWI NIpYU BHeCeHHi 3MiHu Ttuny [A.
JoKyMeHTallist

1. 3MiHM [0 BIJAMOBIZHMUX PO3ZiAiB MaTepialiB peeCcTpPaLliiHOTO [10ChE€, BK/IKOUAOUMA OMUC METOAY
BUTIPOOYBaHHs Ta 3BIT 3 oro Basigarii.

2. TlopiBHstbHI fAaHi Basigarii abo, K0 0OyMOB/IEHO, TOPIBHS/IBHI pe3y/bTaTH aHasily, sKi
MiATBEP/KYIOTh IIeHTUUYHICTh Pe3yJbTaTiB, OTPHMaHUX 3a 3aTBEPI)KEHWUM Ta HOBUM MeTOJaMHU
BUTIPOOYBaHb. Lle He CTOCYETHCS BUTIA/IKIB [I0ZIABaHHSI HOBOTO METO/[y BUTIPOOYBaHHSI.

2.2.5.4. 3mina ¢opmu abo po3mMipy KoHTeliHepa 4 YwmoBu, siki = [lokymentn, Tun
3aKyNOpIOBA/ILHOI0 3ac00y (MepBHHHOI YITAaKOBKH) MalTh OyTH = fIKi MAlOTh | 3MiHH
BUKOHaHi oyTH
Mpe/ACTaB-
JieHi
Q) HeCTepPWIbHI JIiKapChbKi 3aco0u 1,2,3 1,2, 4 IA
0) 3miHa (popmu aGo po3Mipy OCHOBHOI YaCTHHHU II

NaKyBa/JbHOI0 MaTepiajny (BTOPUHHOI YIAKOBKH), 1110
MO>Ke MaTH 3HAUYHUH BIUTUB Ha I0CTaBKY, 3aCTOCYBaHHS,
0e3meKy Ta CTabl/IbHICTh FOTOBOIO JIIKAPCHKOro 3aco0y

B) CTepPUWIBbHI JIiKapChbKi 3aco0u 1,2,3,4 16

YMoBHu

1. BigcyTHi sikicHi ab0 KisIbKiCHI 3MiHM CK/Iafly MaKyBa/JbHOTO MaTepiasny.

2. 3MiHa He CTOCY€TbCA OCHOBHOI YaCTWHU IaKyBa/JIbHOI'O Marepiaiy, sKa BIUIMBAE Ha JOCTaBKY,
3acTocyBaHH$, Oe3meKy Ta cTabibHICTh FOTOBOIO J1iKapChKOT0o 3aco0y.

3. Y pasi 3MiHM BiJIbHOTO MPOCTOPY Haj JiKapCbKUM 3acoboM abo 3MiHH Y CIiBBiZJHOIIEHHI
noBepxHsi/00'eM [OC/iKeHHsT CTabiIbHOCTI PO3MOYaTO BiATIOBIHO /[0 BHUMOr HACTaHOBHU II[OI0
BUTIpOOYBaHHs cTabimbHOCTI abo KepiBHux mpuHuMNiB ICH mjogo BunpoOyBaHHSI cTabimbHOCTI
(uMHHE BUJAHHS) TPUHAWMHI Ay ABOX [JOC/iIHO-TIPOMHUC/IOBUX (TPhOX [jis JIiIKapCHhKUX 3aco0iB
0i0/I0TiYHOT0/iMYHOJIOTIUHOTO TOXO/MKEeHHs1) ab0 TIPOMMC/IOBUX Cepil JiKapCchbKOro 3acoly i3
3a[IOBITBHUMHU TIOKa3HUKaMM MO0 CTAaOUIbHOCTI TIpMHAMMHI 3a TpU Micsii (UICTh MiCAL[B IS
JTIKapChKUX 3aco0iB 06i0/IOTiYHOTr0/iMyHOJIOTIUHOTO TOXO/pKeHHs ). TIpy 1[bOMy MaroThb OyTH HajaHi
rapaHrTii TOro, 10 AOC/Ii/KeHHs OyAyTh 3aBepilieHi, i ofpa3y Tic/s 3aBepileHHs JOC/TiKeHb y pasi
HeBiMoBiAHOCTI crielfudikallisiM abo HasiBHOI MMOBIPHOCTI BiZixuieHb Bij crieldikaliiii HarpuKiHI[
TepMiHy NPUAATHOCTI OTpUMaHi AaHi 6yAyTs nmozaHi 1o LleHTpy (i3 3arponoHOBaHUMU 3aX0JjaMH).



42 [TpomoBxeHHs gogatka 11

JlokyMeHTaLlist

1. 3MiHM [0 BigMOBIAHUX pO3Ai/MiB MaTepianiB peecTpaliiHOTO A0Ch€, BK/IIOUAlOUM OIUC, AeTajbHe
300pa’keHHS Ta CK/Iafi KOHTeliHepa abo 3aKyIoOpIOBajbHOTO Marepiany, OHOBJIEHI KOPOTKY
XapaKTepUCTHKY JIKapChbKOro 3aco0y Ta iHCTPyKIif0 [yid MeAWYHOrO0 3acTOCyBaHHA (3a
HeoOXiZHOCT).

2. 3pa30K HOBOTO TaKyBaHHS (3a HEOOXiZHOCTI).

3. JlocmipKeHHs 3 peBastifiariii MPOBOJWINCS /Il CTEPHIBHUX JIIKAPCBKUX 3aco0iB, sIKi MPOMWIIUIN
KiHI|eBYy cTepumi3ariito. Ci1ifi 3a3HaUUTH HOMEPH Cepili JIiKapChKOTo 3aco0y, 1110 BUKOPUCTOBYBA/UCh B
JTOCJTi/PKeHHSX (3a HeoOXigHOCTi).

4. Y pa3i 3MiHM BiIbHOTO TIPOCTOPY HaJ JiKapCbKMM 3acobom abo 3MiHU CIIiBBiHOIIEHHS
noBepxHs/00'eM Mae OyTu HajjaHe TTiATBEPKEHHSI TOTO, IO AOCTiPKeHHS CTabibHOCTI po3rouaTo
Bi/ITIOBiZIHO /0 BUMOT HAaCTaHOBHU II0ZI0 BUMpOoOyBaHHS CTabibHOCTI abo KepiBHMX TipuHLuIiB ICH
oo BUMNpoOyBaHHsI CTabiMbHOCTI (uMHHEe BuaHHS) (i3 3a3HaUeHHsM HOMEpIB Cepill JIiKapcbKOro
3aco0y) Ta (3a HeoOximHOCTI) 1[0 Ha JaTy TOAAHHS 3assBH NP0 BHeceHHs 3MiH Tumy IA abo IB y
PO3MOpsi/PKEHHI 3asiBHUKa Oy/i0 MiHIMyM, SIKMHi BUMAara€TbCs, AAHUX I[0J0 CTabibHOCTi, a TaKoX
HasiBHi ZlaHi He BKa3yBa/d Ha Oy/b-AKy Tpo0sieMy, T1OB’si3aHy 3i cTtabinbHicTI0. MaroTh OyTH HafaHi
rapaHTii, 1110 0C/Ti/PKeHHsT OyAyTh 3aBepilieHi, i y pa3i HeBiAMmoBiAHOCTI cnenudikarlism abo HassBHOT
WMOBIpHOCTI BifixuneHb Bij crienudikallii HaNpUKiHLI TepMiHy TpPUAATHOCTi, OApa3y Mics
3aBepILeHHs JOC/IiHKeHb AaHi OyayTh nmozaHi g0 LleHTpy (i3 3arporoHOBaHUMU 3aX0/IaMH).

2.2.5.5. 3miHa po3Mipy yIakOBKH I0TOBOIO JIKAPpCbKOro = YMOBH, siKi = [lokymenTn,  Tum

3aco0y MaTb OyTH = fIKi MAlOTh | 3MiHH
BUKOHaHI oyTH
Mpe/CTaB-
JIeHi

Q) 3MiHa KU/IBKOCTi OJUHUIb (HAaNlpUKJ/Iaj, Ta0/1eTOK,
amIyJI Ta iH.) B yaKoOBIi:

3MiHa y /iiana3oHi 3aTBep/pKeHNX POo3MipiB yIIaKOBKH 1,2 1,3 IA
3MiHa 1o3a jiiana3oHoM 3aTBep/A)KeHHX pPo3MipiB 1,2,3 Ib
YIIaKOBKH

0) BWIyueHHsl YIAKOBKH MEBHOI'0 PO3Mipy 3 1,2 IA
B) 3MiHAa MacKu/00'eMy BMIiCTy KOHTeliHepa II

0araTo/i030BOro CTEpU/IBLHOIO JIIKapChbKOro 3acody (ado
0/IHO/I030BOr'0 YaCTKOBOI'0 BUKOPUCTAHHSA) Ta
0araTo/030B0ro JIIKapChbKOro 3acody
0i0/10riYHOr0/iMyHO/IOTIYHOT'0 MOXO0/PKEHHS /IS
NMapeHTepPaIbHOr0 3aCTOCYBaHHS

r) 3MiHa Macu/00'eMy BMiCTy KOHTeliHepa 1,2,3 Ib
0araTo/030B0ro JIIKapCbKOTro 3aco0y J/ist

HelapeHTepa/IbHUX 3aCTOCYBaHb (200 0H01030BOr0

YaCTKOBOI'0 BUKOPUCTAHHS)

YMoBHu

1. HoBuii po3Mip ynakoBKM ITOBUHEH BiZITIOBiZJaTH [03YBaHHIO i TPHUBAJIOCTI JIIKyBaHHS BiZNOBIZHO [10
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3aTBEep/PKEeHOI KOPOTKOI XapaKTePUCTUKH JTIKapChKOTO 3aco0y.
2. IlepBuUHHMY NaKyBa/IbHUM MaTepiaa He 3MiHUBCSL.

3. He3wmiHeHi (hopMu BUITYyCKY JiKapChKOTO 3aco0y TIOBHMHHI BifNOBifaTH iHCTPYKL il 3 Z03yBaHHS Ta
TPUBAJIOCTi JIIKYBaHHS, SIK BKa3aHO B KOPOTKIiM XapaKTepUCTHIIi JTiKapChbKOTo 3aco0y.

JlokymeHTaLlisA

1. 3MiHM [0 BIJMOBIJHUX PpO3ZiMIB MaTepiajiiB PeeCTpaliiHOrO J0ChE, BK/IIOYAIOUM OHOBJIEHY
KOPOTKY XapaKTepUCTHKY JliKapcbKoro 3aco0y (3a HeobximHOCTi).

2.  OOTpyHTYBaHHSI HOBOTO/HE3MiHEHOTO  pO3Mipy  yIaKOBKM Ta  Ii/ATBEPAKEHHs, IO
HOBUIW/HEe3MIHEHWW pO3Mip YIIaKOBKM BIZMNOBifae CXeMi [J03yBaHHS Ta TPUBA/OCTI JIIKyBaHHS,
3aTBep/PKeHUM Y KOPOTKil XapaKTepuCTHLi JTiKapCchbKoro 3aco0y.

3. 3asBa, 10 JOC/TiIKeHHs CTabibHOCTI OyAyTh TPOBOJUTHCH BiJTOBIJHO [0 HACTAaHOBH I[0/I0
BUTIPOOyBaHHS cTabinmbHOCTI abo kKepiBHuxX mnpuHimniB ICH 1mogo BumpobyBaHHS cTabimbHOCTI
(uMHHEe BWZAHHS), SKIIO TOKa3HWKW cTabinbHOCTI OyayTh 3MmiHeHi. [laHi MaroTh OyTH mMofaHi 70
LlenTpy sviie y pa3i HeBiANOBiAHOCTI cnieldikarisM (3 BiTIOBiAHOO TIPOMO3ULII€LD).

IIpumiTKa /10 TiAMYHKTIB «B» Ta «I» MyHKTY 2.2.5.5. Byp-Ki 3MiHM y cuiti Aii nikapcekoro 3acofy
noTpeOyrOTh NOZIAHHS 3as1BY PO PeeCTpaLiito JIikapCcbKoro 3acoby.

2.2.5.6. 3miHa OyJb-IKOi YaCTMHM MaTepia/ly NepBUHHOI = YMOBH, siKi | JlokymeHnTH,  Tun

YIAaKOBKH, II}0 He KOHTAKTY€ 3 FOTOBUM JIIKapCbKHUM MalTh OyTH = fIKi MAlOTh | 3MiHHM
3aco00M (HamMpHKJ/Iaj, KOJIp KPHIIEYOK 3 KOHTPOJ/IeM BHUKOHaHi oyTH

MepIIOro BiAKPUTTA, KOJIip KO/JOBHX Kijlellb Ha amIlyJiax, npejcTaB-
KOHTelHepa /151 ro/10K (pi3Hi BUJAU MJIacTMAacH) JIeHi

a) 3MiHa, AKa BIUVIMBA€ Ha KOPOTKY XapaKTePUCTUKY 1 1 IA

JIIKapCcbKOro 3acody

0) 3MiHa, IKa He BIVTUBA€ HA KOPOTKY XapaKTePUCTHKY 1 1 IA
JIIKapCBKOro 3aco0y

YMoBu

1. 3miHa He CTOCY€EThCS Ti€l YaCTUHM TaKyBa/JIbHOT'O MaTepiasy, sika 6 MOr/ia BIUTMHYTH Ha JJOCTAaBKY,
3acTocyBaHHsI, Oe3meKy Ta cTabiIbHICTh TOTOBOTO JIIKAPCHKOTO 3aco0y.

JokKyMeHTaLlist

1. 3miHM /10 BiZITIOBiTHKUX PO3/Ii/IiB MaTepiasiiB peeCcTpalliiiHOrO 0ChE, BK/IFOUatOUU OHOBJIEHY KOPOTKY
XapaKTePUCTUKY JIiKapChKOro 3acoly (3a HeoOXiHOCTi).

2.2.5.7. 3miHa nocTrayajibHUKA NaKyBa/JlbHUX MaTepianiB . YMoBH, siKi | JlokymentH,  Tun

200 KOMIUIEKTYIOUHX (SIKII0 3a3HAY€HO B I0CHE) MalTh OyTH = fIKi MAlOTh | 3MiHH
BUKOHaHI oyTH
npejCcTaB-
JIeHi
a) BIIyUeHHA MoCTaya/IbHUKA 1 1 IA
0) 3amiHa a0o JoAaBaHHA MOCTaYa/IbHUKA 1,2,3,4 1,2,3 IA

B) Oy/ib-s1IKa 3MiHaA MOCTaYa/IbHUKA CrelcepiB s II
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J030BaHMX iHranATOPiB

YMoBHu

1. ’)KoiHux BUMyueHb Y KOMIIOHEHTaX yIakoBKY abo KOMIUIEKTYIHOUMX He Bif0ysocs.

2. KinpkicHMM Ta $KICHMM CK/JaJ, TMaKyBaJbHOTO MaTepialy/KOMIUIEKTYHOUMX Ta IIPOeKTHI
crieyuikarii He 3MiHUUCS.

3. Cnerudikaliii Ta MeTO/I KOHTPOJIIO SIKOCTI - MPUHAWMHI iIeHTUUHi.

4. MeTo/| Ta yMOBH CTepH/Ii3aLlii 3a/UIIIal0ThCS He3MiHHUMHU (3a HeoOXiHOCTI).

JoKymeHTaLlis

1. 3mMiHM /10 BiJMOBIJTHUX PO3/i/iB MaTepiaiB peecTpaLiiHOro OChE.
2. JInst KOMIUTEKTYHOUMX JJIs1 TiKapChKUX 3aco6iB — migTBepkeHHss CE-mapkyBaHHs (ceptrdikat CE).

3. TopiBHsTbHa TabJUIIS 3aTBEP/KEHOT Ta 3alTPOTNIOHOBAHOI Crielfudikariiid, AKio HeoOXiaHO.

[Mpumitka. CE-mapkyBaHHsi (CE-marking) - ckopouenHsi Bif Conformit Europeane (€Bpomneiicbka
BiJMOBiHICTE) — 0COO/MMBUI 3HAK, SKUM HAHOCUTHCS Ha BUpiO i 3acBiguye, 1o gaHuid BUPiO
BiZIMIOBi/la€ OCHOBHUM BUMOTaM €BpOTelChbKUX [JUPeKTUB, a TaKOX Te, III0 BiH MMPOMILIOB MPOLeAYPY
ouiHKK BianoigHocTi JupektuBam. MapkyBaHHs «CE» BKa3zye Ha Te, 1[0 BUPiO € Oe3neuHuM st
3/10POB’s1 JIFO[JUHMU, a TAKOX /11 HABKOJIMILIHBOT'O CepeZloBUILIa.

2.2.6. CTaldinbHICTL

2.2.6.1. 3miHa y TepMiHax MPUJATHOCTI a00 yMoBax YmoBy, siki | [lokymenTH,  Tun
30epiraHHs rOTOBOrO JIKapCHKOro 3aco0y: MawTh 0yTH = fIKi MAalOTb = 3MiHH
BUKOHaHi oyTn
NpeAcTaB-
JIeHi

a) 3MeHIlIeHHs] TepMiHy NNPH/JaTHOCTi FOTOBOI0
JIiIKapcbKOro 3aco0y:

JJ/IS1 TOProBe/IbHOI YNIAaKOBKHU 1 1, 2,3 IA
MiC/Isl epPIIoro PO3KPUTTH 1 1,2,3 IA
Mic/isi pO3YHHEHHA a00 BiJHOB/IeHHS 1 1,2,3 IA

0) 30i/1bIIEHHs TepMiHY PUAATHOCTI TOTOBOTO
JTIKapChKOro 3aco0y:

AJisl TOProBe/IbHOI YNIAaKOBKH (MiATBeP/KY€ThCS AAHUMH 1,2,3 Ib
CTabi/IBHOCTI pea/IbHOrO Yacy)

Nic/isl IepPIIOro Po3KpPUTTS (MiATBepKy€E€ThCA JaHUMH 1,2,3 Ib
CTa0iTbHOCTI peaIbHOr0 Yacy)

mic/isi po3YHHeHHA a0o BifHOB/IeHHsI (MiATBeP/KY€ETHCSA 1,2,3 Ib
JAHUMH CTa0iTbHOCTI peasIbHOr0 Yacy)

30i/IbIIIeHHS TePMiHy MPUJATHOCTi Ha OCHOBI II
eKCTpanoJiALii pe3y/JIbTaTiB JOC/TiP)KeHHs CTabiIbHOCTI,
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NMpOBe/IeHUX He Yy BiJTOBiAHOCTi 10 BUMOT HACTAaHOBU
I{0/I0 AOC/IiPKeHHsA CTa0i/TbHOCTI JTIKapCHKUX 3ac00iB abo
KepiBHux npuHOuniBs ICH mogo goc/tipKeHHs
CTabiIbHOCTI JTiKapCchbKHUX 3ac00iB*

30i/IbIIIeHHsT TEPMiHY MPUAATHOCTI JIIKapCHKOro 3aco0y 1,2,3 1B
0i0/10riuHOr0/iMyHO/IOTIYHOT0 TTOXO0/PKEHHSI Ha OCHOBI

pe3y/IbTaTiB JOC/Ti/PKeHb CTabdi/IbHOCTI, MPOBeJeHUX

Bi/INOBiZIHO 10 3aTBeP/PKEHOr0 MPOTOKO,/Ty CTAdI/ILHOCTI

B) 3MiHa B yMOBax 30epiraHHs JIikapcbKoro 3acody II
0i0/10TiYHOT0 MOXOPKEHHS, AKIIO 0C/TiPKeHHA

cTabibHOCTI 0y, MpoBe/IeHi He y BiiIOBiJHOCTI 10

3aTBep/PKeHOro MPOTOKO/Iy CTadlIbHOCTI

r) 3MiHa B yMOBaXx 30epiraHHsi FOTOBOI0 JTIKapCbKOT0 1,2,3 Ib
3aco0y abo mic/isi po3YHHEeHHs/Bi{HOB/IEeHHS

YMoBH

1. 3miHa, He oOyMOBneHa HemepegO0ayeHUMU OOCTaBMHaMHM Yy Tiporieci BHpOOHHWITBA abo
TepecToporaMu IIo/j0 CTabi/IbHOCTI.

JloKymMeHTaLis

1. 3mMiHM [0 BiAMOBiAHUX pO3/i/iB MaTepiasiB peecTpal[iiHOTO J0Ch€ TMOBUHHI MiCTUTH pe3yJIbTaTh
JOCTiKeHb CTabibHOCTI y peanbHOMY daci (1[0 BK/IFOYAlOTh TIOBHHN TepPMiH TIPUIATHOCTI),
MPOBEe/IEHUX Bi/IMOBiIHO [0 HACTAaHOBH IIOZO AOCTIIKEHHS CTabiNbHOCTI JiKapchbKUX 3acobiB abo
kepiBHux npuHiumiB ICH oo gocsimkeHHsT cTabibHOCTI /IKAPCBKUX 3aco0iB (UMHHE BUAHHS)
NpUHAMMHI Ha JBOX AOC/IiZHO-IPOMMC/IOBUX Cepisx' TOTOBOro JiKapChKOro 3aco0y y 3aTBep/pKeHii
YTAaKoBLi Ta/abo Mic/Ist TIepIIoro po3KpuTTs, abo BiZHOBIeHHs (3a HeobxigHOCTI). 3a MOTpedbu MarTh
OyTH BK/TFOUEHi pe3y/ibTaTH MiKpOOio/IOTiUHUX JOCTiIKEHb.

2. OHOB/eHi: KOPOTKa XapaKTepUCTHKa JIKapChbKOTO 3acoly, IHCTPyKlisg [Aas MeAUYHOTO
3aCTOCYBaHHS Ta MPOIMO3MLii 0 MapKyBaHHS Ha yMaKOBIi.

3. Korist 3aTBeppkeHoi crietuikallii HanmpUKiHL[i TepMiHy PUAATHOCTI TOTOBOTO JTIKapChKOT0 3aco0y
Ta, SKIIO HeoOXigHO, criermdikailii Ha JiKapcbkuid 3acib Mmicas pO3YMHEHHS/BiHOBIEHHS abo
MepLLOro PO3KPUTTSL.

*EKCTparnosisitlis  He  3aCTOCOBYETbCS [0 JKAPCBKUX —3acobiB  6iosioriyHOro/iMmyHosoriuHoro
TTOXO/IPKEeHHSI.

' 13 3000B’A3aHHAM MiATBEPAUTH TePMiH MPUAATHOCTI Ha IIPOMUC/IOBIH cepii.

2.2.7. IIpoeKTHHUH NPOCTip

2.2.7.1. BBeJJleHHsI HOBOT0 IIPOEKTHOI0 NPOCTOPY abo YMmoBW, siKi | JlokymentH, Tun
PO3LIMPEHHs 3aTBeP/PKEHOr0 /I/Isi FOTOBOrO JIIKAaPCHKOro MawTh 0yTH | fAKi MalOTh | 3MiHH
3aco0y (3a BUHSITKOM JIiIKapChKHUX 3ac00iB 0io/1oriuHoro BUKOHaHi oyt
MOXO/PKeHHSI) II0/{0 npejCcTaB-

JIeHi
a) ojHOTO0 abo OinbiIe eleMeHTIB (0/10K, YaCTHHA) 1,2,3 II

BHPOOHHMYOT0 MPOILIECYy FOTOBOIO JIIKapCHKOro 3aco0y,
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BK/IIOUAI0OY¥ KOHTPOJIb y MpoIieci BUPOOHUL[TBA Ta/abo

METOAM BUIIPOOYyBaHb

0) MmeToAiB BUNIPOOYBaHb /1A JOTIOMDKHHX 1,2,3 II
PEeYOBHMH/TIPOMDKHHMX MPO/JYKTiB Ta/ado roToBoro

JTIKapCbKOro 3acofy

JloKymMeHTaLis

1. Pe3ynbTati mociimkeHb po3poOKU JiKapchKoro 3aco0y abo BUpOOHUYOro Tpoliecy (BK/IHOUYAIOUM
JOCTTiI)KeHHsI OL[iHKKA PU3WKy Ta OaraToMipHi JOCTiKeHHS, SKI[0 HeoOXiZIHO), siKi JIeMOHCTPYIOTb,
0 (YyHKIiOHa/bHa B3a€EMO/lisi B/IACTUBOCTEeM MaTepiasly Ta IapameTpiB Mpoiiecy, $Ki MOXYTb
BIIMBATH Ha KDUTUYHI XapaKTePHUCTUKH SIKOCTi TOTOBOTO JTiKapChKOTro 3acoby, Oy/a JocsaTHyTa.

2. OnMc TpOeKTHOr0 TIPOCTOPY Yy ¢opmi Tabsuili, BK/IIOUAOUd 3MiHHI BJIaCTMBOCTI Marepiany Ta
rapaMeTpH TpoLiecy (SKII0 HeoOXiZHO) Ta iX 3ampOIIOHOBAHI /liara30HM.

3. 3MiHM 10 BiANOBiAHUX PO3Ai/IiB MaTepiasiB peeCTPaLiiHOTO JOChE.

2.2.7.2. BHeceHHs 3MiH MiC/1A 3aTBep/)KeHHsI IPOTOKO/Iy = YMOBH, siKi | lokymentH,  Tun
yrpaB/IiHHS 3MiHaMH /IS TOTOBOIO JIIKapChbKOro 3aco0y = MalTb OyTH = fIKi MalOTh = 3MiHH
BUKOHaHi oyt
npe/craB-
JIeHi

1,2 I

JloKymMeHTaLin

1. [JeTasbHMM OMHUC 3arPOIIOHOBAHOI 3MiHHU.

2. IIpoToko/ yripaB/iHHS 3MiHaMH /IJIsi TOTOBOT'O JTIKApPCHKOTO 3ac00y.

2.2.7.3. BulyyeHHs 3aTBep/)KeHOro MpoToKo/Iy YMoBHY, AKi = JlokymeHTH, Twumn 3mix
ynpas/IiHHS 3MiHaMH /ISl TOTOBOI0 JIIKapChKOro 3acody = MawThb 0yTH = fKi MalTh
BHUKOHaHi oyt
npejcraB-
JIeHi
1 1 IA
YmoBH

1. BuiyueHHs He CIIPUUMHEHO Herepe0aueHMMU 00CTaBUHaMU abo pe3ysibTaTaMy BUTIPOOYBaHb, 1[0
BUXO/ISATh 3a MeXi crierjudikariiii miJ; yac BHeCeHHS 3MiHU, OMUCAHOI Y TIPOTOKOJTi.

JlokKyMeHTaLlist

1. O6rpyHTyBaHHS 3alIPOTIOHOBAHOTO BUJTYUYeHHSI.

2.3. Ceprudikar BignosigHocTi EBponeiicbkiil papmakonei/CepTudikar BignosigHocTi
€BponeiicbKiil papmakormnei mogo rydouaroi enyedanonarii
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2.3.1. IToganHs HOBOro a6o 0HOB/IEHOTO cepTH(iKaTa YMoBHY, AKki | JlokymeHntH, Twun
BinoBigHoCTI EBponelcbKil (papmakonei MaKTh OyTH | sKi MAalOTb = 3MiHH
BUKOHaHi oyt
npejCcTaB-
JieHi

Jnsa A®I ado firouoi peuoBUHM//J/IA BUXiJHOTO
Marepia/y/peareHTy/npoOMiXXHOT0 MPOJYKTY, 1[0
BHKOPHCTOBYHOThCA Y BUpoOHHITBI ADPI abo pirouoi
PeuoBHHU///IA JONIOMDKHOI peuOBHHHU

a) ceprudikar BignoBigHoCTI EBponeiichKiil (papmakonei

HOBUI1 cepTudikar BiJmOBiAHOCTI Bif Jirouoro 1,2,3,4,5,8 1,2,3,4,5 IA
BHPOOHHKA
OHOBJIeHUM cepTudikaT BiJIOBiAHOCTI Bij Jirouoro 1,2,3,4,8 1,2,3,4,5 IA
BHPOOHHKA
HoBHI cepTudikaT BijmoBigHOCTI Big HoBoro BUpoOHMKa 1,2,3,4,5,8 1,2,3,4,5 IA

(3amiHa a0o0 JOMOBHEHHA)

0) ceprudikar BignoBigHoCTIi EBpoOneiichKiil (hapmakomnei
o0 ryouaroi ennedanonatii ana API ado girouoi
peYoBUHHU /BUXiJJHOT'0 MaTepianty/peareHTy/IpoOMiKHOT0
NMPOAYKTY ab0 JONMOMiKHOI pedoBHHH

HoBHI cepTudikar BignoBigHocTi A API ado girouoi 3,6 1,2,3,4,5 IA
PEYOBHHM Biji HOBOro ado Jir0uoro BUpoOHUKA

HOBHMH cepTU(IKAT BIJIOBIJHOCTI AJisi BUXi/JHOTO 3,6 1,2,3,4,5 IA
MaTepiasy/peareHTy/poMi>KHOT0 MPOJAYKTY a0

JOMOMDKHOI pe4OBHHH BiJj HOBOT0 a00 Jil0uoro

BHPOOHHMKA

OHOBJIeHUM cepTudikaT BiJIOBiAHOCTI Bif Jirouoro 1,2,3,4,5 IA
BHPOOHHKA

YMoBH

1. Cneuudikariii mpy BUIMYCKY Ta HAIpUKIHI[i TepMiHy NMPUAATHOCTI TOTOBOTO JIiIKAPCHKOTO 3acoly
3a/IMLLAI0THCS He3MiHHUMU.

2. [HomatkoBi (mo €Bporeiicbkol (apmakoriei) crienu@ikanii 1040 JOMIIIOK (32 BUHSITKOM
3Q/IMIIKOBAX PO3YMHHMKIB, 3a YMOBH, L0 BOHMU BIiJMOBiZat0Th KepiBHMM mnpuHuunaMm ICH) Ta
BiZIMOBiZIHI BUMOTU [0 JiKapChbKOro 3aco0y (Harpukiaj, rpodisi po3Mipy uacTok, mosiMopdHa
(hopma) 3anMIIar0ThCs He3MiHHUMU, 33 BUK/TFOUEHHSIM 3BY)KeHHs (3a HeoOXifHOCTi).

3. Bupobauumii miporiec A®I abo fitouoi pedyoBMHM, BUXiJHOTO Marepiaay/peareHTY/IPOMiKHOTO
MPOJYKTY He BK/IIOUAa€ BUKODUCTAHHS MaTepianay JItOJChKOTO abo TBApUHHOTO TIOXOKEHHS, [/
SIKOTO TIPOBO/IUTHCS OLfiHKA JJaHUX II[0/I0 BipyCHOI Ge3meKH.

4. Tinmeku ans ADPI abo z1ir0uoi peuoBMHHM HEOOXiJHO TIPOBOAUTH AOC/TiIKeHHS Oe3rocepeiHbO Tepes
BUKODUCTAHHSIM, SIKII[O T1€piofi TIOBTOPHOTO BUIIPOOYBaHHS He BK/IIOUEHHWM [0 cepTHdikaTa
BiAnoBigHOCTI €BporeliceKiii dapmakoriei abo SKIIO JaHi 100 TePioJUYHOCTI TMOBTOPHOTO
BUIIPOOYBaHHS I1ie He TPe/ICTaB/IeHi B 1OChE.
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5. A®I abo fitoua peyoBHHA/BUXIiJHUI MaTepias/peareHT/IPOMIKHUAN MTPOAYKT/AOTOMDKHA PeYOBHHA
- HEeCTepUJIbHI.

6. 15151 pociiHHUX CyOCTaHI[il: IIsTX BUDOOHULITBA, (isuuHa hopMa, eKCTpareHT Ta CITiBBiJHOIIIEHHS
JiKapChbKWH 3acib/eKCcTpareHT TOBUHHI 3a/IAIIIATUCS HE3MiHHUMH.

JloKyMeHTaNin

1. Kortist 3aTBep/pkeHOro (OHOB/IEHOT0) cepTUdikaTa BiZioBifHOCTI €BporelickKiii hapmakoriei.

2. Y BUMAAKy [o[aBaHHS BUPOOHWUOI [iNBbHUI Yy 3asBi C/i/i YiTKO BHM3HAUaTH 3aTBEpPAKEHOTO Ta
3arpOTNOHOBAHOTO0 BUPOOHUKIB, $IK 3a3HaueHO y MyHKTI 2.5 3asBU NpPO [ep)KaBHY peecTpalito
miKapcbKoro 3aco0y, ¢popMa sikoi HaBefieHa y foAatky 1 no Ilopsgky.

3. 3MiHU 10 BiAMOBiAHUX PO37i/liB MaTepia/liB peeCcTpaliiHOTO JOChE.

4. sIkmio HeoOXifHO, TOKyMeHT, B SIKOMY TpeZicTaB/ieHa iHdopMaillis 1po Oy/b-siKi MaTepiasiu, 1[0
Mi/IATaloTh OIiHIl BipycHOi Oe3reKu BiAIMOBiZHO 70 KepiBHUI[TBA 3 MiHimi3allil pu3uKy mepezaui
30ygHUKIB TyOuaToi eHiedanomnaTii TBapuH 3 JiKApCHKUMM 3acob0aMu, BK/IHOYAKOUM Ti, IO
BUKODHCTOBYIOTbCS Tpu  BUpPOOHMITBI A®PI abo [ifouoi peYOBHHW/JOTIOMI’)KHOI pEUOBHHH.
Indopmariisi MOBMHHA MICTUTH Take: HaliMeHyBaHHS BUPOOHMKA, BH/W Ta TKAHWHU TBapWH, 3 SKUX
Oy/Ji0 OTpUMaHO Marepias, KpaiHa-oCTayaJbHUK TBApUHHOI CHUPOBWHM, ii BUKOPHUCTAHHS Ta
Trorepe/iHii 103Bis.

5. Onst A®I abo pitoyoi peuoBUHM — 3asiBa Bifi yrioBHOBaXkKeHOi 0cobu (Y O) KOXKHOTO 3 BUPOOHHUKIB,
nepesiueHNX y 3asiBi Ha BHeceHHs 3MiH, K0 A®I abo fitoua peuoBHHA BUKOPHCTOBYETHCS SIK
BUXiJHUN Marepian, Ta 3asgBa YO KOXXHOTO 3 BHMPOOHUKIB, BiZIMTOBifa/bHUX 3a BUITYCK Cepii,
nepesiveHnx y 3asBi. Lli 3asBM MOBWHHI MiATBepAKyBaTH, 1[0 BUPOOHUK(M) [if0UOi pEUOBHHH,
3a3HaueHui(i) y 3asiBi, ie(t0Th) BiAMOBiZAHO 10 BUMOT Ha/IeXXHOI BUPOOHWUYOI MIPAKTUKH /11 BUXiZIHUX
MartepiamiB (UMHHe BHWJaHHs). Y3arajbHeHa 3asiBa MoO)Ke OyTH TPUMHSATHOI 3a TEBHUX YMOB
(mpumitka g0 miAnyHKTy 2.2.2.1). BUpOOHULITBO TIPOMI>KHUX TMPOAYKTIB TaKOXX BUMarae 3aseu YO,
OCKiZIbKM OyZb-siKi 3MiHM 710 cepTHdiKaTiB Ha /Iif04y pPeUOBHHY Ta MPOMDKHI MPOAYKTH - TIOB’sI3aHi.
3asBa YO HaJaeTbCs /Mlle y TOMY BUMNAJKY, SKIIO MOPiBHSAHO 3 JiI0OUMM CepTU(IKaToM € 3MiHa y
3aTBep/KeHOMY TepesiiKy BUPOOHUUNX JiTbHHULb.

2.3.2. 3miHm, MoB’s13aHi 3 HeOOXiAHICTIO MPUBe/IeHHS Y YMmoBH, siki | [lokymenTH,  Tun
BinoBigHicTH 70 MoHOrpadii Jep>xaBHoi papmaxomnei MaKwTh OyTH = SIKi MAlOTb = 3MiHH
Ykpainu abo €Bponeiicbkoi papmakomnei BHUKOHaHi oyt
Npe/ACTaB-
JieHi

a) 3miHa y cnepudikanii Hepapmaxkomneiinoi A®I ado
Ji0uoi peuoBUHU /A/IA IPUBE/JeHHSA Y BiAMOBiHICTH 10
BuMmor /lep>xaBHoi (papmakonei Ykpainu abo
€Bponeiicbkoi ¢papmakomnei

A®I abo jiroua peyoBHHa 1,2,3,4,5 1,2,3,4,5 IA
JIOTIOMDKHa pedyoBMHA/BUXIJHUM MaTepian ajs 1,2,4 1,2,3,4,5 IA
BupooHuITBa ADI ado Airouoi peuoBMHU

0) 3miHa y ciepudikariii, mos’sizaHa 3i 3MiHaMu B 1,2,4,5 1,2,3,4 IA
JepxaBHiid ¢papmakomnei YKpainu adbo €BponeicbKii
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¢apmakomnei

B) 3MiHa y crenudikaiiii, mos’si3aHa 3i 3aMiHOK BUMOT 1,4,5 1,2,3,4 IA
moHorpadii /lep>xaBHoi (papmakomnei YKpaiHu Ha

BHUMoOru MoHorpadgii €EBponelicbkoi (papmakomnei

YMoBH

1. 3MiHa BHOCUTbCS BUK/IFOUHO [1JIsl TIpUBE/IeHHs y BiAMoBigHiCTh A0 BUMoOr [lep>kaBHOi (papmakomel
Ykpainu abo €BporneticbKoi papmakoriei.

2. HNopartkoBi crenudikauii 10 [epkaBHoi ¢apmakoriei YkpaiHu abo €Bporeiicbkoi (apmakoriel
3a/IMIIAIOTECA  He3MiHHMMHU (HarpuK/aazA, mpodink po3mipy uacTok, TmosiMopdHa dopma abo,
Harpuksaz, 6iornpobu, arperanTy).

3. XKopHyx 3HaUHMX 3MiH y SIKICHUX Ta Ki/JIbKiCHMX TMOKa3HMKaxX Mpogimo JOMIMIOK He Bifbysocs,
SKIIO crietyikariii He 3By>KeHi.

4. [lomaTkKoBa BaJtijarlisi HOBOro abo He3MiHeHOTo ()apMaKOTIefHOTO MeTOAY He TIOTpiOHa.

5. [l pociuHHMX CyOCTaHIIiif: MeTo/ BUDOOHHUIITBA, (i3ruHa (hopmMa, eKCTpareHT Ta CITiBBiHOIIEHHST
JiKapChKUH 3acib/eKCTpareHT MOBUHHI 3a/TMILIATHUCST HE3MiHHHUMHU.

JIoKymMeHTamis

1. 3MiHM /10 BiJNIOBiJHUX pO3/i/iB MaTepiasiB peecTpaL|iiHOTrO JJOChE.
2. TopiBHs/IbHA TabJ/UII BUMOT 3aTBEP/PKEHOI Ta OHOBJIEHOI crielydiKarliii.

3. MaHi aHamizy aBox mpomuciaoBux cepiti A®I abo [Airouoi peuoBMHH 3a BCiMa IMOKa3HUKaMH
OHOBJIEHOI crieljuikariii.

4. [aHi, AKi MiJTBEPAXYIOTh MPUAATHICTE MOHOTpadii aya kKoHTpomo A®PI abo gitouoi peuoBUHH,
HanpuK/a/|, MOPiBHSAHHS MOTEHLIMHUX JOMIILIOK i3 3a3HaUeHMMHU Y IIPUMITLI 10 MOHOTrpadii.

5. Hani ananiziB (y ¢dopmi Tabmuib MOPiBHSHHS) ABOX MPOMMCIOBUX Cepili TOTOBOTO JTIKAPCHKOTO
3aco0y, 1110 MiCTSITh [IiF0Uy PeUOBMHY, sIKa BiJTIOBiJja€ 3aTBepPKEHilM Ta OHOBJIEHiN cnenydikariisaM, a
TAaKO)K TIOPiBHS/IbHI [aHi TIpodisto po3urMHeHHs TpUHaWMHI OJHi€l JOC/TiTHO-TIPOMUCIOBOI cepii
TOTOBOTO JIIKapChKOT0 3aco0y. [l pOCTMHHUX JIiKapChKUX 3ac00iB MOXKYTb OyTW TIPUHAHATHI ZaHi
L[0/I0 PO3Ma/iaHHS.

IIpumitka. Hemae HeoOxifHOCTI BHOCMTH 3MiHH, TIOB’si3aHi 3i 3MiHamu y [lepskaBHili ¢apmakoriei
Ykpaiau abo €BporieliceKiii (apmakorei, y BUIaAKY, SKIIIO BiITIOBiIHICTE BUMOTraM OHOBJIEHOL
MoHorpagdii BUKOHYETHCS TIPOTATOM IIIeCTH MICsLiB 3 aTH ii mybmikarii Ta 3pobeHo TMoCHIaHHS Ha
noroyHe BujaHHs1 @apmakoriel y 0Che Ha 3aTBePpKeHUH JTiKapCchbKuii 3acib.

2.4. MeguuHi mpucTpoi

2.4.1. 3miHa NpUCTPOIB //Isi BUMIPIOBaHHSA /103U a00 YMmoBH, saKi | [lokymenTH,  Tun
BBe/IeHHs JIIKapCbKOro 3aco0y MawTb OyTH | fKi MalOTb | 3MiHH
BHUKOHaHi oyt

InpeacraB-
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JIeHi
a) AoaBaHHA a00 3aMiHA MPHUCTPOIO, AKHUI HE €
HeBi/|'eMHOI0 YaCTHHOI0 TEPBUHHOI YIIAKOBKH
npucTpii, akuil Mmae CE-MapKyBaHHA 1,2,3 1,2,4 IA
criercep /sl A030BaHUX iHraasATOpiB I1
0) BUWIyUeHHsI IPUCTPOIO 4,5 1,5 IA
B) l0laBaHHA a00 3aMiHa MPUCTPOIO, AKHUH € II

HEBi]I['EMHOIO YdaCTHUHOHO HEpBI/IHHOi YIIaKOBKH

YMoBH

1. 3amporioHOBaHW MPUCTPii [jis BUMIpPIOBaHHS []03W TOBUHEH TOYHO BHZABATH HEOOXiZHY mo3y
rperapaTy 3TifHO i3 3aTBep/pkKeHMM [03yBaHHSAM. HeoOXifiHO HafaTH pe3y/bTaTH BiATIOBiAHUX
MOC/TiIKEeHb.

2. HoBwuit npucTpiii MoBHUHEH OyTH CyMiCHHMM 3 JIiKApCHKUM 3aCO00M.

3. 3MiHM He TOBMHHI NPU3BECTU 10 CYTTEBUX BUIPaB/eHb Y KOPOTKiM XapaKTepUCTHL] JiKapChKOIrO
3aco0y, iIHCTPYKLil /71 MeJUUHOTO 3aCTOCYBaHHS Ta MapKyBaHHi.

4. JlikapcbKuii 3aci0, sk i paHillie, JeMOHCTPYE€ BiZITBOPIOBAHICTh /103H.

JloKyMeHTaLisA

1. 3MiHM [0 BiAMOBiAHMX PO3Ai/iiB MaTepianiB peecTpaljiiHOTO [0Ch€, BK/IHOYAKOUM OITUC, JleTalbHe
300pa’keHHsI Ta CKJIaJ MaTepiaay MPUCTPOIO, Ta MOCTava/IbHUKA (32 He0OXiJHOCTi), OHOBJ/IEHi: KOPOTKA
XapaKTePUCTHKA JTIKapChKOTO 3aco0y, iHCTPYKI[isl Ayid MeAUYHOTO 3aCTOCYBaHHS Ta MPOMO3MULIii 110
MapKyBaHHS Ha YIakoBLi (3a HeoOXiJHOCT).

2. IMintBepkenHs: CE-mapkyBaHHs (ceptudikar CE).

3. HaHi, sKi migTBepIKyOTh Oe3reKy, TOUHICTb /[03yBaHHS Ta CYMICHICTb Marepiaay MPUCTPOIO Ta
JTiKapChKOTO 3aco0y.

4. 3pa3ku HOBOT'O MPHUCTPOIO (3a OTpedH).

5. OGTpyHTYBaHHS BUK/IFOUEHHSI ITPUCTPOIO.

IIpumiTka 70 miANyHKTY «B» MyHKTY 2.4.1. By/ab-sika 3MiHa, [0 MPU3BOJUTDL /10 HOBOI JTiKapChKO1
¢opmu, oTpedye MoaHHs 3asiBU TIPO [iep>KaBHY PeecTpaLiito JlikapCchbKoro 3acoby.

2.5. 3MiHHM 10 peecTpalliiiHOr0 NMOCBi[UeHHA BHACTI{OK iHIINX Pery/isiTOPHUX MpoLefyP

2.5.1. IM®/BA3® (macTep-¢aiin Ha ny1a3my/mMacrep-(aii Ha BAaKIMHHUI aHTUTeH)

YMmoBy, siki | JloKkymeHTH, Tun
MaKwTh OyTH @ fIKi MalOTh | 3MiHH
BUKOHaHi oyTH
npeAcTaB-
JIeHl

2.5.1.1. BK/II04eHHs HOBOI'0, OHOBJ/ICHOr'0 a00 3MiHEHOro
Macrep-¢aiisia Ha Ia3My y peecTpauiiiHe J0Cb€ Ha
JiKapCcbKUM 3acid (mpoueaypa 2-ro eramy jJjisi MacTep-
(aiina Ha ny1asmy)
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a) nepBHHHE BK/IIOYeHHs HOBOIr0 MacTep-¢aiiia Ha I1
1/1a3my, 110 BIUIMBA€E Ha B/IaCTUBOCTI FOTOBOr0
JTIKapChKOro 3aco0y

0) mepBHHHE BK/IIOUEHHSI HOBOT0 MacTep-(aiijia Ha 1,2,3,4 Ib
1/1a3My, 110 He BIUIMBA€E Ha B/IaCTUBOCTi FOTOBOr0
JTIKapCbKOro 3aco0y

B) BK/IIOUEHHSI OHOBJ/IEHOT0/3MiHEeHOro MacTep-(aiiia Ha 1,2,3,4 Ib
1a3My, SIKII0 3MiHU BIUIMBAIOTh Ha B/IAaCTUBOCTI
roTOBOI0 JIIKAapCHKOIo 3aco0y

I') BK/IIOYeHHsI OHOBJ/IEHOT0/3MiHeHOr0 MacTep-(aiiia Ha 1 1,2,3,4 IA
1a3My, IKI0 3MiHU He BIUTHBAIOTH Ha BJIAaCTUBOCTI
rOTOBOIO JIIKApPCHKOI0 3aco0y

YmoBu
1. OHoB/ieHMii abo 3MiHeHU# MacTep-¢aiin Ha ria3my (gasai — [IM®) oTpumas cepTudikar.
JloKyMeHTaLis

1. 3asBa, 1o ceptudikat Ha [IM®P Ta 3BiT Npo NpOBe/JieHy OL[iHKY, BHU/aHi YIIOBHOBa)KEHHM OPraHOM,
L[i/IKOM TIPUATHI /11 peecTpaliii JikapcbKoro 3aco0y; BaacHuk IIM® HazsaB cepTtudikar, 3BiT mpo
OLIIHKY Ta MacTep-(aiin Ha MaasMy 3asBHUKY (y BUIMAZAKY, SIKI[O 3assBHUK He € BAacCHUKOM [IM®),
ceptrdikaT Ta 3BiT TIPO OLIHKY 3aMiHIOE JOKyMeHTal[ito Ha morepefHiti [IM® ans gaHoro
peecTpaLjiiiHOro MmocBifAueHHs!.

2. Ceptudikar Ha [IM® Ta 3BiT po NpOBe/ieHy OLiHKY, BHU/aHi YTIOBHOBa)KEHUM OpPIraHOM.

3. EkcniepTHUII BUCHOBOK /la€ CTUC/IWN OMUC yCiX 3MiH, siKi BHeceHi /0 ceptudikoBaHoro I[IM®, Ta
OLIiHIOE 1X TIOTEHI[ia/IbHUM BIUTMB HAa TOTOBWM JTIKapChKWI 3acib, BK/IIOYAKOUM OLiHKK CrielddivyHOTro
PHU3UKY.

4. @dopMa 3agBM Ha BHeCeHHs 3MiH TIOBUHHA YiTKO BM3HAuaTHM «3aTBEpJyKeHWU» Ta
«3anpornoHoBaHu» ceptudikatr Ha [IM® (Homep ceprudikaTa) y MaTepianax peecTpaLiiHOTO [JOChE
Ha rOTOBMM JliKapchbKuM 3aci6. 3asBa Ha BHECEHHs! 3MiHM Ma€ UiTKO TepesiuyBaTh TaKOX BCi iHIIi
[TM®, Ha 5IKi TTOCH/Ia€ThCS 3asIBHUK, HaBiTh SIKII[0 BOHH He € TIpeJMeTOM 3asiBH (32 HeoOXimHOCTi).

YMoBY, sKi | [lokymeHTH, Tun 3sminu

2.5.1.2. BK/1I0ueHHs HOBOI'0, OHOBJICHOT'0 a00 .
MaKTb OyTH = fIKi MAalOTh

3MiHeHOro Macrep-¢aiijia Ha BAKIIHHHUA aHTUTeH Y

. . . BHUKOHaHi oyTH
MaTepia/ii peecTParjiiHOro J0Ch€ Ha FTOTOBUH
. MU npe/|CTaB-
JiKapcbKuH 3aci6 (mpoueaypa 2-ro eramy st BA3®) nexi
a) mepBHHHE BK/IIOYeHHA HOBOIr0 MacTep-daiiia Ha 11
BaKI[MHHUH aHTUTeH
0) BK/TIOUEeHHSI OHOBJ/IEHOT0 a00 3MiHEHOT0 MacTep- 1,2,3,4 1B
(aiina Ha BaKLIMHHUI QHTUTeH, KOJIM 3MiHH
BILUIMBAIOTh Ha BJIACTUBOCTi rOTOBOIO JIiKapChKOT0
3acoly
B) BK/IIOUeHHS OHOBJ/IEHOT0 a00 3MiHEHOro MacTep- 1 1,2,3,4 IA

(aiinia Ha BaKIIUHHUI AaHTHUT'eH, KOJTA 3MiHH He
BIUTMBAIOTh HA BJIACTUBOCTi rOTOBOIO JIIKAPCHKOT0
3aco0y
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YMoBH

1. OnHoBnenuii abo 3MiHeHMI MacTep-aiin Ha BakKUWHHUA aHTWreH OTpUMaB cepTU(dikaT
BiIOBiAHOCTI.

JloKymMeHTaLjis

1. 3asiBa, 1m0 ceptudikar BignmoBiAHOCTI Ta 3BiT Npo mMoBeAeHy oiiHKy BA3®, Bujani
VIIOBHOB&)KEHUM OpPraHOM, L[iJIKOM TIpUJATHI [jis peecTpaliii MeJuyHoro imyHoOiosoriuHoro
ripernapaTy; BaacHUK BA3® HazaB cepTudikaT BiMOBIAHOCTI Ta 3BiT Tpo rpoBefieHy OIiHKy BA3®D,
BU/laHi YIIOBHOBa)KEHUM OPraHOM, 3asiBHUKY (KO/IU 3asBHUK He € BiacHUKOM BA3®), ceptudikart Ta
3BiT NP0 OL|iHKY 3aMilljaloTh JOKyMeHTalilo mnonepefanboro BA3® n1s AaHOro peecTpaLiiHOro
MOCBiJUeHHs.

2. Ceptudikar BiAMOBiAHOCTI Ta 3BiT NPO OLiHKY, BUAHi YTIOBHOBa)KEHUM OPTaHOM.

3. ExcriepTHU BHCHOBOK Jja€ CTUC/MK OMMC yCiX 3MiH, BHeCeHUX /0 cepTudikoBaHoro BA3D, ta
OLIiHIOE 1X TIOTEHI[ia/IbHUM BIUIMB Ha TOTOBi JIiKAapChKi 3aco0u, BK/IHOUAIOUM OIiHKY crierudiuHoro
PU3UKY.

4, @opmMa 3asiBU Ha BHeCeHHs 3MiH TIOBUHHA UiTKO BU3HAuyaTU «3aTBePJKeHUM» Ta
«3arporoHOBaHU» cepTUdikaT BigmoBiaHOCTi Ha BA3® (Homep ceptudikaTta) y peecTpaliiHOMy

focee. dopMa 3asgBM Ha BHECEHHS 3MIiHM Ma€ YiTKO IepesiuyBaTy TakoXK BCi iHmi BA3®, Ha sKi
TTOCH/TIAETHCS 3asIBHUK, HaBiTh SIKII[0O BOHH He € TIPeIMeTOM 3asiBH (3a HeoOXimHOCTi).

2.5.2. IIpoToKos ynpaB/iiHHA 3MiHaMHU

2.5.2.1. Ilepersisijy AOCHE 3 AKOCTI /I/IfA BHECeHHs 3MiH HA | YMOBH, fiIKi = JIoOKyMeHTH, Tun

BHMOTI'Y KOMIIETEHTHOI'0 OPraHy mic/ifl OLiHKH MawTb O0yTH = fAKi MalOThb | 3MiHH
NMPOTOKOJ/Iy YNPaBJ/IiHHA 3MiHaMH BUKOHaHi oyTH
npejAcCTaB-

JieHi
Q) BHECEHHsI 3MiHM He BUMAarae 0y Jb-AKHUX JOAATKOBHX 1 1,2,4 IA
CYyNpOBiJHUX JaHUX
0) BHeCeHHsI 3MiHH BUMarae {0JaTKOBUX CyNPOBiHUX 1,2,3,4 IB
JaHHUX
B) BHECEHHSI 3MiHH /1A TIKapChKOro 3aco0y 1,2,3,4,5 IB

0i0/10riYHOr0/iMYHO/IOTiYHOTO MOXOPKEHHS

YMoBH

1. 3amporioHoBaHa 3MiHa BBe/leHa LIJIKOM BiJMIOBIHO [O 3aTBeP/KEHOI'O IIPOTOKOJIY YIIpaBJliHHSA
3MiHaMH, SIKWM BUMara€ HeraiiHOro MOBiJJOMJ/IEHHS T1iC/ISl 3aTBep/KeHHS.
JloKyMeHTaLin

1. TTocunaHHs Ha 3aTBep/yKeHUM MPOTOKOJI YIIPaBJIiHHA 3MiHaMHU.

2. 3asBa Mpo Te, 1110 3MiHa BiJOBia€ 3aTBepPA)KEHOMY IIPOTOKOJIY YIIpaB/IiHHA 3MiHaMH, pe3y/bTaTh
JIOCJIi/PKeHHsI BiJITIOBial0Th KPUTEPiAM MPUUHATHOCTI, 3a3HaUeHMM Yy TNPOTOKO/i. [lojlaTKOBO 3asiBa
mpo Te, W0 OLIIHKA TIOPiBHSHHOCTI He  BHWMAaraeTbCs [  JIIKAapChbKUX  3aco0iB
0i0/I0TiYHOT0/iMYHOJIOTiUHOTO TTOXO/I)KEHHSI.
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3. Pe3ynbratv AOC/I)KeHb, L0 TMPOBOJWIMCSA 3TiHO i3 3aTBepAKeHUM IPOTOKOJIOM YIIpaBJIiHHS
3MiHaMH.

4. 3MiHM [10 BiTIOBiJHWX pO3/Ii/IiB MaTepiaiB peecTpariiiHOTO /JOChE.

5. Komist 3aTBepmkenux crierudikaiiii Ha A®I abo Airouy peuoBrUHY ab0 TOTOBMIM JIiKapChKH 3aci0.

II1. 3SMIHU IO/ 0 BE3IIEKHU, EOEKTUBHOCTI, PAPMAKOHAIJIAAY

3.1. JTikapcbKi 3acoou

3.1.1. 3miHa y KOPOTKill XapaKTepUCTHLl JTIKAPCBKOro = YMoBH, fKi = /lokymeHnTH, Twumn 3miH
3aco0y, iHCTPYKIi A/1A MeJHYHOT0 3aCTOCYBaHHs a0  MarTb O0yTH fIKi MAalOTh

MapKyBaHHI yIaKOBOK BUKOHaHi oyTH
npe/cTaB-
JieHi
a) moTpedye HeraifHOro BHeCEHHs, ajie He mi3Hime 30 1,2,3 IA
JTHIB
0) moTpedye BHeCeHHs BiinmoBigHO A0 iHpopMaii 1,2,3 Ib

pedepeHTHOr0/OpPUTiHATBHOTO JTIKAPCHKOT0 3acoly 0e3
Ha/laHHA YKOJHUX HOBHX /J0JJaTKOBHX AQHUX
3aABHUKOM

B) NoTpedy€e BHeCEeHHs BiJJIOBI/JHO /10 MOCH/IaHb Ha 1,3 I1
HOBI /I0JJaTKOBI JjaHi, Ha/jaHi 3aABHUKOM

JloKyMeHTaLin

1. lo cympoBigHOTO J/IMCTa 3asiBU HAa BHECEHHsS 3MiHU [[0JlaTW OOIDYHTYBaHHS BHECEHHS 3MiH,
BK/IFOYAIOUM OHOBJIEHi: KOPOTKY XapaKTePUCTHKY JiKapChbKOro 3acoly, iHCTPYKLitO A/l MeJUUHOTO
3aCTOCYBaHHS Ta MPOIO3ULIiI 10 MapKyBaHHs Ha YIIaKOBLI.

2. 3asiBa Mpo Te, III0 3arpOINOHOBaHI KOPOTKAa XapaKTepUCTHKA JIIKapChKOro 3aco0y, iHCTPYKIis Jjist
MeJMYHOr0 3aCTOCYBaHHS Ta MPOMO3MLii 0 MapKyBaHHS Ha YIaKOBLIi - iJleHTUYHI Takil iHdopmarjii

Ha peepeHTHHII/OpUTiHANMBbHUM TiKapChKUX 3acib.

3. OHo.JieHa iHbopMaliisi TIpo JTiKapChbKHi 3acib.

3.1.2. 3miHa y KOpOTKiil XapakTepHCTHLIi JIIKAPCHKOr0 YMOBH, siIKi | JlokymeHTH, Tumn 3miH
3aco0y, IHCTPyKWii /i MeJUYHOro 3acTOCYBaHHsI, MAlOTh OyTH fIKi MAlOTh

MapKyBaHHI YIIaKOBOK reHepHYHHUX/KOMOiHOBaHUX/ BUKOHaHi oyTH
OiomoiOHMX JTiKapChbKHUX 3aco0iB Mic/isl OI[iHKH Ti€i XK npejcTaB-

3MiHM 010 pedepeHTHOro/0pUriHaIbHOI0 JIIKAPCHKOro JIeHi

3acoly

a) BIPOBa/PKeHHsA 3MiH(H), m[0/10 AKMX(0i) 3asABHUK He 1,2 Ib

Had/Ad€ )XOJHHUX HOBUX NOAATKOBHX JdHHUX

0) BpoBa/pKeHHs 3MiH(H), sIKi (AKy) Heo0XigHO HajaTi I1
00I'PYHTYBaTH HOBMMH /{0/JaTKOBUMH JAaHHUMH, SIKi Ma€
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Ha/|aTH 3aABHUK (HaNpPHUK/Iaj, NOPiBHAHHICTD)

JlokymMeHTaLisA

1. 1o cynpoBi/IHOTO JIUCTa 3asiBM Ha BHeCEeHHs 3MiHM foAaTu pitieHHss MO3 1110410 3MiHU y KOPOTKil
XapaKTepUCTHUL]i JTIKapChKOTo 3acoly, iHCTPYKII /a9 MeJUUHOrO 3aCTOCYBaHHS, MapKyBaHHI
YTIaKOBOK Ha JIiKapchKui 3aci6 (3a HeoOXigHOCTI).

2. OHoB/IeHa iH(opMaLlis TIpo JIiKapChbKHH 3acio.

3.1.3. BHeceHHs 3MiH(1) Ha BUMory MO3 3rigHo 3 YmoBH, siki | [lokymeHnTH, Tum 3min
peKoMeH/aLiAMH Hal[ioHA/IbHUX KOMIIeTeHTHUX MalThb OyTH = fIKi MaIOTh

OpraHiB, MbKHapOJHHX OpraHi3aniii, pery/JiiTOpHuX BUKOHaHi oyTH

areHIjif iHIIMX KpaiH Mic/isl OI[iHKU HeranHoro npejACTaB-
00Me)xeHHsI 1010 0e3MeKH, MapKyBaHHsI, XapaKTepPHOro JIeHi

AJIs1 IeBHOI (papMaKosioriuyHoi Ta/abo
(¢apMakoTepaneBTHYHOI IPYyINH, Pery/sipHO
OHOBJIIOBAHOI0 3BiTYy 3 0e3neKH, NJIaHy ynpaBJ/IiHHS
pHU3MKaMHU, KOHTPOJIbHUX 3aX0/iB/crieliaTbHIX
3000B’A3aHb, 3MiH /IS Bi00pakeHHSA KOPOTKOI
XapaKTePUCTHKH JIIKapCbKOro 3aco0y Ta iHCTPYKILii A1
MeJMYHOr0 3aCTOCYBaHHA

a) BIIPOBA/PKeHHS y3ro/)KeHHX 3MiH y (hopMy./IIOBaHHi, 1,2 Ib
1[0/10 IKMX 3afBHUK He HA/la€ )XOJHUX HOBHX
A0JaTKOBHUX JaHUX

0) BIpOBA/PKeHHs 3MiH, Ki BUMaramTh IM0Aa/IbIIOr0 II
00r'pyHTYBaHHA HOBUMH /]0/JaTKOBUMH JaHUMH, 110
HA/Jal0ThCA 3asiIBHUKOM

JloKyMeHTaLis

1. To cympoBigHOTO /MCTa 3asiBM Ha BHECEHHs1 3MiHU fAozatu pimeHHss MO3 1mon0 HeobXigHOCTI
BHECeHHSI 3MiH Ta BiZITIOBiIHUH 3BiT 3 OI[iHKH (32 HEOOXiJHOCTI).

2. OHoBieHa iHbopMallis TIpo JiKapChbKuit 3acio.

[MpumiTka. 3assBHUKAM TIiC/Ii OTpMMaHHs HOBOi iHdopMmallii, sika Mo)Ke NpPU3BeCTH [0 3MiH ¥
peecTpaliiiHOMy TMOCBiUeHHi, C/iZi oApa3y HajaTh Taky iHdopMalito Ta BiANOBiAHYy 3asBy Ipo
BHeCeHHsI 3MiH y MaTepiaiu peecTpalliiHOTO /JOChE i He YeKaTH OL[iHKU LIUX JaHUX KOMIIeTeHTHUMU
opraHaMu BiJI[TIOBi/IHO /10 NIPOLIelypU, OITMCAHOI BULLIe.

3.1.4. 3miHm, 1110 OB’ si3aHi 3i 3HAUHUMM 3MiHaAMH Yy YmoBy, siki | lokymenTH, Tumn 3smix
KOPOTKIill XapaKTepUCTHILi JTIKapCHLKOro 3aco0y, MalTb OyTH = fIKi MAIOTh
IHCTPYKUii /i/I1 MeJUYHOI0 3aCTOCYBaHHSA 3TiJJHO 3 BUKOHaHi oyTu
HOBHMH JIaHUMH 3 AKOCTI, JOK/TIHIYHUMH, KITiHIYUHUMH npe/CcTaB-
AAQHUMM Ta JAaHUMHU (apMaKOHArIAAY JIeHi

II
3.1.5. 3miHa y mpaBoBoMY CTaTyCi JIiIKapCbKOro 3aco0y YMmoBy, siki | lokymenTH, Tumn 3miH

MawTb 0yTH = sfIKi MalOTh
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BUKOHaHi oyt
npeAcTaB-
JIeHi

a) /I TeHePUYHUX/KOMOiHOBaHUX/0iomoAiOHUX 1,2 1B
JTIKapPCHKUX 3aC00iB Mmic/isi 3MiHM 3aTBEP/)KeHOr 0
NPaBOBOro CTaTycy ped)epeHTHOr0/OpHUriHA/TLHOTO
JTIKapCbKOro 3acofy
0) yci iHmi 3MiHM MPaBOBOro CTATYCy II

JlokKymMeHTaLisA

1. o cympoBigHOTO /MCTa 3asBU Ha BHeCeHHsS 3MiHM J0[aTHh OOIPYHTYBaHHsI BHECEHHs 3MiH 3
Ha/IaHHAM [TOKYMeHTallii, SiKa MiITBep/PKy€e 3MiHy MMPABOBOTO CTaTyCy JiKapChKOTO 3aco0y.

2. OHoBieHa iH(opMaliisi Ipo TiKapchbKuii 3acib.

3.1.6. 3mina(u) A0 TepaneBTHUHUX MOKa3aHb YMmoBH, siki | lokymeHTH, Tun 3miH
MaKwTh 0yTH = sKi MalOTh
BUKOHaHi oyt
npe/|CTaB-
JIeHi
a) 0/JaBaHHA HOBOr'0 TepPaneBTHYHOr0 MOKa3aHHA a00 II

3MiHH 3aTBEP/)KE€HOr0 MoKad3aHHA

0) BWIyueHHsI TepaneBTUYHOr0 MOKa3aHHS Ib

IIpumirka. §Ikio pgopaBaHHs abo 3MiHA TepameBTUYHOIO T[OKa3aHHS Mae€ Miclle B KOHTEKCTi
3aCTOCYBaHHSI pe3y/bTaTy TMpOLeAYpPU TMOCWIaHHS abo 3MiH A0 iHdbopmalii Ha TreHepUUHUI/
KOMOiHOBaHMI/OionofiOHME  Jlikapcbkuii  3acib  micass  OLiHKM — Tiel K 3MiHM  JyiA
pedepeHTHOr0/0pHUriHAIBHOTO JiKapChKOTo 3aco0y, 3aCTOCOBYIOTHCA BiAnoBigHo 3minu 3.1.1 Ta 3.1.2.

3.1.7. BunyuyeHHs YMoBH, aKi = [lokymeHTH, Tumn 3miH
Heo0XiJHo AKi MalOTb
BHUKOHATH oyt
npejCcTaB-
JIeHi
a) jikapcbKa ¢gopma 1,2 Ib
0) cua pii 1,2 Ib
JloKymeHTaLis

1. 3asBa, mo He3MiHeHi (OopMU BHMYCKY JiKapChbKOro 3acol0y BiAMOBiZarOTh iHCTPYKI{I 3
JI03yBaHHS Ta TPWBAJIOCTI J/iKyBaHHS, $IK BKa3aHO B KOPOTKiM XapaKTepUCTHL]i JIiKapCbKOTO
3aco0y.

2. IlepernsiHyTa iHdopMallisi 1Mpo JiKapchKuii 3acib.

IIpumiTKa. Y BUIajKax, SKIO0 Ha /aHy JiKapckKy Gopmy abo cuiy Ail OTpUMaHO peecTpaiiiiiHe
TIOCBi/TUEHHSI, SIKe Bi/Ipi3HSETLCA Bifl peecTpaliiHOro TOCBiiUeHHs Ha iHIIi JiKapchKi Gpopmu abo
Cwid [ii, CTPOK Ail peecTpaliifHOTO TIOCBiZlUeHHSI Ha TMOIepeJHI0 JIiKapchKy (opmy Oyme
TIPUMNVHEHNH.
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3.1.8. BBeieHHs HOBOI crcTeMH (papMaKOHar/IAAY YmoBu, ski | [lokymenTH, Tumn 3min
HeoOXigHO = fAKi MalTh
BUKOHATH oy
npe/cTaB-
JIeHi
Q) KA He MPOMIIIA OLIHKH BiJMOBiJHMM HaljiOHA/IbHUM 11

KOMITeTeHTHIUM OpPraHoM/€EBpomneiicbKo0 MeJHIHOI0
arenniero (EMA) s iHIIIOro NMPOAYKTY TOrO0 X
3asiBHUKA

0) sAiKa mpoiIa OI[iHKU BiAMOBIHUM Hal[iOHA/TBHUM 1 Ib
KOMIIeTeHTHIUM OPraHOM/iHIIIUMHU Pery/asiTOpHUMU

aAreHL{isiMH JI/Is1 iHIIOTO JTIKAPCHKOT0 3aCc00y TOro X

3aABHHKA™

JlokyMeHTaLis
1. HoBwuii fAeTa/ibHUN OMUC CUCTeMU (hapMaKOHarsiay.

*CTOCYETbCS BUIAJKIB, KOJIM TPUHMHATHICTD BXKe OI[iHEHOI cucTeMH (apMakoHarsay Oyze
OLIIHFOBATUCS [JI1 HOBOT'O PEECTPALIiHOIO MOCBi/TUeHHSI.

3.1.9. 3minu o icHyrouoi cucremu papmMakoHarasaay, AK. YMoOBH, ki = [lokymeHnTu, Tumn 3miH

3a3Ha4YeHo B ONMMKCi cucTeMH (papMaKoHArIsAAy HeoOXifHO = fAKi MaKTH
BUKOHATH oyTH
Mpe/CTaB-
JieHi
a) 3MiHa yIMOBHOBa)KeHOI 0C00H, BiJNIOBiJa/IbHOI 3a 1 1 IA
(dapmakoHarasag
0) 3MiHa B KOHTAaKTHHX /IaHUX YIIOBHOBAa)KeHOi 0CO0H, 1 2 IA

BiJTIOBiia/1bHOI 3a (hapMaKoHarJis

B) 3MiHa 10 mpoue/ypH MiATPUMKH YIIOBHOBA)KeHOI 1 2 IA
oco0m, BimoBijaIbHOI 3a (hapMaKoHarIsA/y

r) 3MiHa /10 0a3¥ JaHUX 3 0e3neKH (HANMPUKIAJ, 1,2,3 2 IA
BBe/IeHHS HOBOI 0a3u JaHuX 3 0e3leKH, BKIIYalul

nepeHeceHHs 3i0paHuX JaHUX 3 Oe3meku Ta/abo aHati3

Ta MOBiIOM/IEHHSI /10 HOBOI CCTeMH)

I) 3MiHM B KOHTPAKTHHX /IOMOBJICHOCTAX 3 iHIITUMHU 1 2 IA
¢diznyHUMH a00 IPUAMYHIMH 0CO0aMHM, IO 3a/TyUeHi 0

BUKOHAHHSI BUMOT 3 ()apMaKoOHar/isily Ta OMUCaHi B

cucreMi (papmaxkoHarsajy, a came: SIKI0 CK/IaJa€ThCA

JOTOBip CyOmipsiAy MPO MOAaHHSA €/IEKTPOHHUX

MOBiJOM/IeHb NPO iHAUBIAya/IbHUHA BUNA/I0K,

MOB’si3aHM# 3 0e3MeKoI0 JIIKapChbKOro 3acody; mpo

Be/IeHHs FOJIOBHHUX 0a3 IaHUX; MPO Bi/ICTe)KeHHA

CHUTHa/Ty a00 Mpo Mi;TOTOBKY Pery/isipHO OHOB/TIOBAHOTO

3BiTY 3 0e3meKu

J) BUKJIIOUEHHS TeM, 110 yBilllll/IM y NHCbMOBY 1 2 IA
npoueaypy(u), axa(i) onucye(10Tb) AI/IBHICTD 3
¢hapmaxkoHarasagy

e) 3MiHa Ji/IbHMUILI, 1[0 MPOBOJUTH Jisl/IbHICTH 3 1 2 IA
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dhapmaxkoHarsagy

€) inmi 3MiHM 0 cucTemMu (hapMaKoHaraAAy, ki He 1 2 IA
BILUIMBAOTh Ha (PYHKIJiOHyBaHHS CHCTeMH
(hapmakoHarsay (Hanpuk/ia/, 3MiHH po3TallyBaHHA
OCHOBHOTI0 apXxiBy, a//MiHiCTPaTUBHIi 3MiHH, OHOBJ/ICHHSA
CKOpOUeHb, 3MiHM 1110/10 Ha3BH (PyHKIIiii/IporeAyp)
YmoBu
1. CucreMa (papMakoHarsifly 3a/JUlla€ThCsl He3MiHHOIO.

2. Cucrema 6a3u JaHuX Ma€e OyTH BastijoBaHa.
3. [TepeHeceHHs AiaHUX 3 iHIMX cucTeM 06a3 faHUX Oy/10 BastiJ0BaHO.

4. Taki cami 3MiHM [0 cucTeMu (hapMaKOHAr/IAAy BBeZeHi /sl BCiX JIiKapChKUX 3aco0iB TOro
camoro 3asiBHMKa (Taka cama KiHLieBa Bepcisi oucy cucteMu (hapMaKoOHarasay).

JloKyMeHTallist

1. OcTtaHHs Bepcis Onucy cUCTeMH (papMaKOHarJIsiZly, BK/IIOUatOuu:

a) pe3roMe HOBOI YITOBHOBaKeHOT 0C00H, Bi/ITIOBi/ja/IbHOT 3a (hapMaKOHAr/Isi;

0) [JoKa3 peecTpariii yIIOBHOBa)keHOI 0cCo0H, BifMoBifanbHOI 3a ¢apMakoHarisig B 6a3i EMA
Eudravigilance, y pa3i HassBHOCTi (SIKILJ0 KOHTaKTHi [jaHi yTIOBHOBa)KeHOI 0CO0OH, BiJTOBiZabHOT 3a
dapmakoHarsisig, He Oy/M BK/IIOUeHi 0 OMKUCY CUCTeMH apMaKOHArJIsiAy, Mo/laHHs TeperJissHyTol
Bepcii omucy cucteMud (apMakOHar/isily He BUMAara€TbCsl, MOBHMHHA TO/[aBaTUCS juile dopMa
3asIBU/TIOBiJOMJ/IEHHS]) Ta;

B) HOBe TIOJIO>KEeHHSI TIPO 3asBHUKA Ta YIIOBHOBa)XeHY 0co0y, BiAmoBifanbHy 3a (hapMakoHarssg,
I0J0 IX HasgBHOCTI Ta 3acobM MOBiJOMJIEHHS MpPO TOOIUHI peakiil, fAKi TiAmMcaHi HOBOIO
YIIOBHOBa)KEHOIO 0CO00F0, Bi/IMOBifanbHOIO 3a (hapMaKOHArJIsi/, Ta 3asBHUKOM, i BijoOpakeHHs
Oy/b-sIKi HACTYITHUX 3MiH, HaIllPUK/Ia/], 10 OpPraHi3alliiiHol CXeMHU.

2. OcraHHs Bepcisi onucy cucteMd ¢apMakoHarssily Ta/abo OCTaHHS Bepcis AojaTKa CTOCOBHO
MiKapcbKOro 3aco0y, sKIo HeoOxigHo.

3. TTocunaHHs Ha 3asBY/TIPOLIEAYPY Ta JTiKapChKUi 3acib, 10 Akux 0ysi0 BHeCEHO 3MiHM.

[TpumiTKa A0 MigNYHKTY «e» MyHKTY 3.1.9. OLliHKa 1mo/jlaHoro OMnrcy cUCTeMHd (papMaKOHarsiay sk
YaCTUHMA HOBOI 3asiBM Ha OTPUMAaHHS PpeeCTpaL[iiHOr0 TMOCBiJUeHHs/PO3IIMPEHHS/3MIHY MOXKe
TIPU3BECTH /10 HEeOOXiZTHOCTI BHeCeHHsI 3MiH y 1IbOMY OIHCi cucTeMu (papMaKOHAr/sily Ha BUMOTY
HalliOHa/TbHOT'O KOMITETEHTHOTO OpraHy. ¥ IIbOMYy BUIMAJKY, TaKi cami 3MiHM MOXYTb OyTH BHeCeHi
Jl0 OMHCY CUCTeMH (hapMaKOHarJIsy B iHIIMX peecTpaLjiiHMX MOCBiJUeHHSIX TOrO CaMOro 3asiBHUKA
LLUIAXOM ITOZIaHHA 3arajibHol 3MiHU TUny IA.

IV. Macrep-¢daiin Ha mnasmy (gamxi — [IMd)/macrep-daiin Ha BakKUMHHUNA aHTHTeH (Jasti -
BA3®)

4.1. 3miHa HalilMeHyBaHHSA Ta/a00 MicIe3HaX0KeHHS YMmoBy, siki | [lokymentd,  Tun
BJ1acHUKa BA3® MawTb OyTH = fKi MalOThb | 3MiHH
BUKOHaHi oyTH
npejcTaB-
JIeHi

1 1 IA
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YMoBHu

1. Biacarkom BA3® moBuHHa 3a/WIIATHUCS OZiHA W Ta cama ropuanuHa ocoba abo ¢isuuHa ocoba -
MiATIpUEMEL]b.

JoKkyMmeHTaLlis

1. Odiwitinuit JOKyMeHT BiJTIOBiIHOTO KOMIIETEHTHOTO YTIOBHOBaYKEHOT'O OpraHy, B IKOMY 3a3HaueHO
HOBe HaliMeHyBaHHsI Ta/abo HOBe MiCIie3HaXO/PKeHHs BlacHHUKa BA3®.

4.2. 3miHa HalilMeHyBaHHSA Ta/a00 MicIe3HaX0)KeHHS YMmoBy, siKi | JlokymenTH, Tun
BjacHuka [IM® MaWTh OyTH | fAKi MAalOThb = 3MiHH
BUKOHaHi oyt
NpeAcTaB-
JIeHi
1 1 IA
YmoBu

1. Bnacavkom ITM® moBHHHA 3a/MINATHCS OHA M Ta caMa IOpUAMUYHA ocoba abo ¢izmuHa ocoba -
MiJTIpUeEMeL]b.

JlokKyMeHTallist

1. OdiuiliHuii JOKyMeHT BiJIOBiIHOrO KOMIIETEHTHOTO YTIOBHOBa)KEHOT'O OPraHy, B IKOMY 3a3HaueHO
HOBe HaliMeHyBaHHSI Ta/abo HOBe MiCIie3Hax0/KeHHs BacHuKa [TM®.

4.3. 3mina a6o nepesaua BaacHocri Ha [IM® Bipj YmoBuy, siki | [lokymentu,  Tun
3aTBep/PKeHOoro BjlaCHUKa HOBOMY Bj1acHUKY IIM® (a MaTh OyTH @ fIKi MalOTb = 3MiHH
came, iHIIOMY Cy0’€KTy rocrnojaproBaHHs) BUKOHaHi oyTu
npeAcTaB-
JIeHi

1,2,3,4,5,6 IA

JlokKyMeHTallist

1. [OKyMeHT, SKUMl MiCTUTh T[epCOHa/bHI [JaHi (HaliMeHyBaHHS Ta MiCLie3HaXO/KeHHS)
3aTBep/PKeHOro BjacHWMKa [IM®, a TakoX TepcoHanbHi JaHi ocobu, sKili MepefaHo IpaBO
KopuctyBaHHs [IM®, pa3oM i3 3amporiOHOBAHOIO JaTO0 IiJNKWCAHHSA Iepejayi paBa KOPUCTYBaHHS
o6oMa CTOpOHaMH.

2. Komisi ocraHHboi cTOpiHkM cepTudikata Ha I[IM® (ceptudikar BiAMOBiAHOCTI, BUAAHUMN
KOMITETEHTHUM yTIOBHOBa)KEHUM OPraHOM).

3. O6rpyHTyBaHHsI YTBOPEHHsI HOBOT'O BJIaCHUKA (BUTSAT 3 TOProBOTo (KOMepL{ifHOr0) peecTpy, Horo
TrepeKsiaZi Ha aHTTiHChKY Ta yKpaiHCbKY MOBH), MifiIycaHe 060Ma CTOPOHaMH.

4. TlinTBep/A)KeHHs TiepeJjadi MOBHOTO KOMIUIeKTy MaTepiasiB [IM® 3 faTu 1ioro rnepBHUHHOI OL[iHKU
MPABOHACTYITHHUKY, TifinicaHe 060Ma CTOPOHAMM.

5. [lopyueHHsi, odopmiieHe Ha KOHTAaKTHY 0cO0y, BiZMOBiZasbHy 3a poOOTY 3 KOMITETEHTHUMMU
opraHamu Ta BiacHUKOM [TM®, mignurcaHe HOBUM B1aCHUKOM [TM®.
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6. JIMCT-TiITBEp/PKeHHST HOBOTO BJIACHWKA TMPO BUKOHAHHS BCiX 3000B'si3aHb, SIKi 3a/UIIHAIACL HE
BUKOHAHUMHU TIoMiepe[HiM BiaCHUKOM [TM® (SKI1jo Taki €).

4.4. 3miHa HaliMeHyBaHHsA Ta/a00 MicI|e3HaX0/HPKeHHA YmoBu, siki | lokymentu,  Tun
yCTaHOBH (3aKJiajy) Bij00py KpoBi/mia3mMu MalTh OyTH = fKi MalOTh | 3MiHHM
BUKOHaHi oyTH
npejcTaB-
JieHi
1,2 1,2,3 IA
YmoBu

1. Taka ycTaHoBa (3ak/iafi) TOBUHHA 3a/MILIATUCS Ti€H0 CAaMOIO FOPUAUYHOIO 0C06010.

2. Taka 3miHa € agMiHICTPAaTUBHOI (HAmNPUK/IAJ, 00’€AHAHHS, TepeJaua TOBHOBA)KEHb); 3MiHA
HallMeHyBaHHs YCTaHOBHU (3aK/ajly) Bibopy KpoBi/fja3mu, 3a YMOBH, 1[0 yCTaHOBU (3aKJazini)
OyyTh 3a/TUIIIATUCh THMHA CAMUMHU.

JoKyMeHTallist

1. [Tignmucana 3asBa Mpo Te, 10 Taka 3MiHa He CIIPUUMHSIE 3MiH y CUCTeMi SIKOCTi yCTaHOB (3aK/iaZiiB)
KDOBI.

2. 3asiBa Mpo Te, 110 MepeiK yCTaHOB (3aK/a/iB) KPOBi 3a/IMILIAETHCSI HE3MIHHUM.

3. OnHoBeHi BiAnoBigHi po3aim [IM® Ta jomaTKy 10 HBOTO.

4.5. 3amiHa a0o JoaBaHHS HOBOI yCTaHOBH (3aK/Iafy) YmoBuy, ki | lokymentn, Tun
Bii0opy KpoBi/mia3mu, BHeceHoi y [IM® MaTb OyTH = fIKi MAlOTh | 3MiHH
BHUKOHaHi oyt
npejcTaB-
JIeHi
1,2,3 Ib
JloKyMeHTaLis

1. Emigemiosnoriuni maHi 110710 BipyCHMX MapKepiB, TIOB’si3aHi 3 ycTaHOBaMHU (3akiaZilaMu) Bifbopy
KPOBi/T1a3MH, 3a OCTaHHi 3 poku. [Ijii HOBUX yCTaHOB (3aK/a/liB) KPoBi abo y BUMA/KY, KOJU TaKi
JlaHi 11 He OCTYIHI, HA/IAETbCS 3asBa TPO Te, IO eTiieMiosoriuHi JaHi OyAyTh TpeCcTaB/IeHi i
Yyac HACTYITHOI'O L{OPiUHOTO IX OHOBJIEHHS.

2. [lixTBep/yKeHHs, 1110 yCTaHOBA (3aK/aZ) KPOBi Ha JaHMH MOMEHT MpaLlO€ B TUX CaMUX YMOBaX, L0
3a3HayeHi y CTaHJapTHOMY KOHTPAKTI, YK/IaJeHOMY MK YCTaHOBOHO (3aK/1aZjoM) KPOBi Ta BJIaCHUKOM
M.

3. OHoBeHi BignoBigHi po3aim [IM® Ta jomaTKy 10 HBOrO.

4.6. BunyuenHs abo 3MiHa crarycy (po6oua/Hepodoua) YmoBu, ki | [lokymentu,  Tun
yCTaHOBH (3aKJiajy), iKa 3aiiMa€eThCs Biidopom MalTh OyTH = fIKi MAlOThb | 3MiHH
KpoBi/niy1a3mMu abo aHami3om 3pa3KiB JOHOPCHKOI KPOBi BUKOHaHI oyTH

Ta MyJIiB IJIa3MH1 Npe/ACTaB-
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JIeHi
1,2 1 IA

YMoBHu

1. IMixcTaBu Ayt BUMy4YeHHs1 abo 3MiHUM CTaTyCy YCTaHOBH (3aK/a/ly) He MOBWHHI OyTH MOB’si3aHi 3
MUTAHHSIMU Hasle)KHOI BUPOOHHUYOI MPaKTHKY.
2. Taki ycTaHOBM (3aK/1a/ii) MalOTh JOTPUMYyBaTUCh BUMOT 3aKOHO/J,aBCTBa Y pa3i 3MiHHU CTaTyCy.

JoKkyMmeHTaLlis

1. OHoBeHi BignoBigHi po3zginu [IM® ta fogaTku 10 HBOTO.

4.7. [lonaBaHHA HOBOI YCTAaHOBH (3aK/1afly) 3a00py KpoBi, YMoOBH, AKi = [/[oKkymeHTH, Tun

sika He BHeceHa y [IM® MalTh OyTH = fIKi MAalOTb = 3MiHH
BHUKOHaHi oy
npejcTaB-
JieHi
II
4.8. 3amiHa a0o /j0/JaBaHHsA YCTAaHOBH (3aK/afy), iKa YMmoBH, siKi | J[IoOKyMeHTH, Tun
3AIMCHIOE aHAJTI3 3pa3KiB JOHOPCHKOI KPOBi Ta/abo my/1iB = MaTh OyTH = fIKi MAalOTh = 3MiHH
IJIa3MH, Y CK/Ia/ii YCTaHOBH (3aK/1a/ly) KpOBi, BHeCeHOi Y = BHMKOHaHI oyt
Mo npeacTraB-
JieHi
1,2 1B
JlokKyMeHTallist

1. 3asiBa TIpo Te, II]0 aHasli3 37iMCHIOETLCA 3a Ti€I0 CaMOK CTAHZAPTHOIO OMepaLiiiHO0 MpOoLeYyPOro
Ta/abo 3aTBepHKEHUMH METO/laMH.
2. OHoBeHi BignoBigHI po3gini IIM® Ta fomaTku 10 HBOTO.

4.9. TofaBaHHA HOBOI YCTaHOBH (3aK/afy), AKa YMmoBH, siKi | J[IoOKyMeHTH, Tun
3AIMCHIOE aHAJTI3 3pa3KiB JOHOPCHKOI KPOBi Ta/abo my/iB = MalTh OyTH = fIKi MAalOTh = 3MiHH
1njiasMu, He BHeceHol y ITM® BHUKOHaHi oyt
npe/craB-
JieHi
II

4.10. 3amina a6o /jofaBaHHs HOBOI YCTAaHOBH (3aK/1afly) = YMoBH, aKi = [lokymenTtn,  Tum

KPOBI, B fIKill 3[ilICHIOETBCA 30epiranHs njia3Mu MalTh OyTH = fIKi MAalOTb = 3MiHH
BHUKOHaHi oy
npejcTaB-
JIeHi
1,2 Ib
JoKymeHTaLlis

1. 3asBa mpo Te, 10 ycTaHOBa (3aKjaZl) KpPOBi, B sKili 37ilicHIOETBCS 30epiraHHsl I1a3MH,
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BIIICHIOETHLCS 3a Ti€K0 CAMOIO CTAHAAPTHOO OTepaljiifHOI0 TIPOIIe[ypOolo, sSIKa BXKe OyJia 3aTBep/pKeHa.
2. OHoB/eHi BignoBigHi po3aim [TM® Ta JogaTKy 10 HBOTO.

4.11. BunyuyeHHsl YCTaHOBH (3aK/1aAy) KpPOBi, B sIKii YmoBu, siki | lokymentu,  Tun
3[iHCHIOETHCSA 30epiraHHsA MyIa3Mu MalTh OyTH = fIKi MalOTb = 3MiHH
BUKOHaHi oyTH
npejcTaB-
JIeHi
1 1 IA
YmoBH

1. TlifcTaBu A7 BUMyUeHHs] YCTAHOBH (3aK/iaZly) He ITOBHMHHI OyTY MOB’si3aHi 3 MUTaHHSIMH HaJleXKHOT
BUPOOHMUOI TIPAKTHUKH.

JlokyMeHTaList

1. OHoBeHi BignoBiaHi po3ginu [IM® Ta 1ogaTKu 10 HBOTO.

4.12. 3amiHa abo AofaBaHHA Cy0’€KTa rocnojapoBaHHA, YMOBH, AKi JIOKyMeHTH, Tun

AIKUH 3/JIICHIOE TPAHCIIOPTYBaHHS I/Ia3MHU MalTh OyTH = fIKi MalOTb = 3MiHH
BUKOHaHi oyTH
npe/jcraB-
JIeHi
1 Ib
JlokyMeHTaList

1. OnoBneHi BignoBigHi po3gimu [IM® Ta JoAaTKU A0 HBOTO, IO MICTATh MEPeIiK YCiX YCTaHOB
(3aKmafiiB) KpOBi, sIKi KOPUCTYIOThCS TIOCIYTaMH IIbOTO Cy0’€KTa TOCTIOZAPIOBAHHS, pe3toMe II0/I0
CUCTeMU Ha Miclgx i 3abe3reueHHs] HaJle)KHAX YMOBaM TPAHCIIOPTYBaHHS (Uac, TeMIleparypa,
JOTPUMaHHS BHUMOT Ha/I&)KHOT BUPOOHMYOI MPAKTHKH), a TAKOXK TiJTBEP/PKEHHSI TOTO, 1[0 YMOBU
TPAHCIIOPTYBaHHSA OyAyTh BasTiJOBaHi.

4.13. BunyueHHs Cy0’€KTa rocnofaproBaHHsA, AKUN YmoBu, siki | lokymentd,  Tun
3A1MCHIOE TPAHCIIOPTYBaHHS I/Ia3MHU MalTh OyTH = fIKi MalOTb = 3MiHH
BUKOHaHi oyTH
npeacTaB-
JIeHi
1 1 IA
YmoBH

1. TlizcTaBu A/ BUMy4YeHHsI Cy0’€KTa TOCTIO[apiOBaHHS He TOBWHHI OyTH TMOB’si3aHi 3 TMMTaHHAMU
HaJIe>)KHOI BUPOOHUYO1 MTPAKTHKH.

JlokyMeHTaList

1. OHoBieHi BifnoBigHi po3ginu [IM® Ta 1ogaTKu 10 HBOTO.

4.14. lopaBaHHA TecTOBOro Habopy, sikuii mae CE- YMmoBH, siKi | [IoKyMeHTH, Tun
MapKyBaHHS, /I/If1 TeCTYBaHHS OKPeMHX 3pa3KiB MalTh OyTH = fKi MalOTh | 3MiHHM
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JAOHOPCHKOI KPOBi B IKOCTi HOBOT'0 TeCTOBOI0 Ha0opy BHUKOHaHi oyt
a60 3aminu 3a3HaueHoro y [IM® npeacTraB-
JieHi
1 1,2 IA
YmoBu

1. HoBwii TectoBuii Habip mae CE-mMapKyBaHHSI.
JoKkyMmeHTaLlis

1. Tepenik cy0’€eKTiB roCIiolaptOBaHHs, /leé TIPOBOJMTLCS TECTYBAaHHSI 3 BUKOPUCTAHHSIM TECTOBOTO
Habopy.

2. Onopneni BianoBigHi po3zgiivi [IM® Ta gogaTKM /10 HHOTO, BK/IIOUAIOUM OHOBJIEHY iH(opMaiiito
L]0/I0 TeCTyBaHHs BiJTIOBiIHO O KepiBHULITB, 1110 MiCTATb BUMOI'H 10 [IM®.

4.15. JTojaBaHHs TeCTOBOr0 Hadopy, sikuil He Mae CE- YmoBH, sKi | [loKymeHTH, Tun
MapKyBaHHS, /I/Isl TECTYBaHHSI OKPeMHUX 3pa3KiB MalThb OyTH = fIKi MalOThb | 3MiHH
JOHOPCHKOI KPOBi B IKOCTi HOBOT'0 TeCTOBOr0 Habopy BUKOHaHi oyTH
abo 3aminu 3a3HaueHoro y [IM® NnpejCTaB-

JIeHi
a) HOBMII TecTOBHII Habip, AKWI He OyB 3aTBepH)KeHUH y II

IIM® p1s1 TeCTyBaHHA OKpeMHX 3pa3KiB J0HOPCHKOI
KPOBI B iHIIIi} yCcTaHOBI KPOBI

0) HOBHH TecTOBUH HAbip, IKUH OYyB 3aTBep/HKeHUH Yy 1,2 IA
IIM® pa/1s1 TeCTyBaHHA OKPeMHUX 3pa3KiB J0HOPCHKOI
KPOBi B iHIIi# ycTaHOBI KpoBi

JlokyMeHTaList

1. Tlepenik cy0’eKTiB rocriofiaproBaHHsl, /ie MPOBOJUTHLCSI TECTYBaHHS 3 BUKOPUCTAaHHSIM TECTOBOTO
Habopy, a TaKOX TepeJTiK opraHisariiii, fie Januii Habip Oy/1e BAKOPUCTOBYBATHUCS.

2. OHoBneHi BignoBigHi po3zisu [IM® Ta foAaTKU [0 HbOTO, BK/IHOYAalOUM OHOB/EHY iH(opMallito
L[0/10 TeCTYBaHHS BiJTIOBiIHO O KePiBHULITB, IL110 MiCTATb BUMOTH 10 [IM®.

4.16. 3mina HaGopy/MeToy, AKi BHKOPUCTOBYIOTHCS /IS YMOBH, siKi | JlokymeHTH,  Tun
TecTyBaHHs MyJIiB IU1a3Mu (AaHTUTL/Ia a00 aHTUreHH, a0 MawTb OyTH = fAKi MalOTb = 3MiHHU

NAT-TecTyBaHHA (TeXHO/I0TiA amIutigikanii BUKOHaHi oyTu
HYKJ/IeiHOBHX KHCJ/IOT)) npeacTaB-

JIeHi

II
4.17. BBepieHHs a00 MPOJOBKEHHSI CTPOKY YMmoBH, siKi | [IoKyMeHTH, Tun
iHBeHTapu3aniifHoI MpoueAypH //isl 3pa3KiB A0HOPCHKOi = MalThb OyTH | fIKi MalOThb = 3MiHH
KpOBi BUKOHaHi oyTH
npe/jcraB-
JIeHi

1 1 IA
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YmoBu
1. THBeHTapM3aliiliHa MpoLieZypa MPOBOAUTHCS 3a Oi/IbIIT CTPOTMMH BUMOTaMHU.
JloKyMeHTallist

1. OHoBneHi BignoBigHi po3pim IIM®, BkMOuUaroud OOTPYHTYBaHHS 100 BBe/eHHS abo
MPO/IOB)KEHHsI CTPOKY iHBEeHTapHW3alliliHOI TpOoLielypy, YCTaHOBH, Jie 3aCTOCOBYETbCS TpOLeypa, a
TaKO>XX 3MiHM y TIpOLie/lypi MPUUHATTS pillleHb, y TOMY YMCJIi HOBi YMOBH.

4.18. ButyueHHsI a00 CKOPOU€HHSI CTPOKY YMmoBH, aki | JlokymeHntH, Twun
iHBeHTapHU3aLiiHoi mpoeypH JJisl 3pa3KiB JOHOPCHKOI = MalTh O0yTH = sfIKi MAalOTh = 3MiHH
KPpOBi BHUKOHaHi oyt
npe/craB-
JieHi
1 1B
JloKymeHTaLisA

1. OHoBeHi BiAmoBiAHI po3ainu [TM®.

4.19. 3amina abo /j0jaBaHHA KOHTeIHePiB /151 KPOBi YMmoBHy, aki | JlokymeHntH, Twun
(HanpuKaj, IAMKH, TAKeTH) MaKwTh OyTH = fAKi MAalOTh = 3MiHH
BHUKOHaHi oyt
npejcTaB-
JIeHi
a) HOBI KOHTelHepH 1A KpPoBi MaloTh CE-MapKyBaHHA 1,2 1 IA
0) HOBi KOHTelHepH /I/Is1 KPOBi He MaKTh II

CE-MapKyBaHHA

YMoBHu

1. KonTeiinep mae CE-mapKyBaHHSI.
2. Kputepii 1110710 IKOCTI KPOBI 3a/IMILIAIOTHCSI HE3MIHHUMMU /111 KOHTelHepa.
JlokyMeHTaList

1. OHoseHi BignoBigHi po3ginu [IM® Ta mojgaTKu [0 HBOrO, BK/IHOUAKOUM Ha3By KOHTelHepa,
HallMeHyBaHHsS  BUPOOHMKa,  crmenu@ikallifo  pPO3UMHY  aAHTUKOAryJIsHTa,  IiZITBep/ KEHHS
CE-MapKyBaHHSI, a TaKO)K Ha3By YCTaHOBH KPOBI, /e BUKOPHUCTOBYETLCS IaHU KOHTeUHep.

4.20. 3minu y 30epiraHHi/TpaHCIOPTYBaHHI YMmoBH, siKi | [lokyMeHTH, Tun
MaKwTh OyTH = fIKi MAalOTh 3MiHH
BUKOHaHi oyTH
npejACTaB-
JIeHi

a) yMoBH 30epiraHHs Ta/abo TpaHCIOPTYBaHHSA 1 1 IA
0) MaKCcMMa/IbHUM CTPOK 30epiraHHsA /i MJia3Mu 1,2 1 IA
YmoBu

1. 3MiHM TIOBMHHI TIOCW/IMTH YMOBMW 30epiraHHsi Ta BiAToOBizaTH TonoXKeHHsSIM MoOHOTpadii
€Bporeiicbkoi apmakornei «I1na3ma /itoAUHA AJ1s1 PpaKLiOHyBaHHS».
2. MakcuMabHHM CTPOK 30epiraHHs - KOpOTIIHH 3a ToMepe/IHi.
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JoKymeHTaLlis

1. OHoByieHi BignoBigHi po3gimu [IM® Ta mogaTKu A0 HBOTO, BK/IKOYAKOUM JeTaJIbHUM OMUC HOBUX
yMoB 36epiraHHsl, JaHi 3 Basizarlii yMoB 36epiraHHs/TpaHCIIOPTYBAaHHSI Ta HalMeHYBaHHSI YCTaHOBU
KPOBI, /le BIIPOBa/IKy€ThCsI 3MiHa (3a HeobxifAHOCTI).

4.21. BnpoBa/pkeHHA TeCTyBaHHs Ha BipyCHi Mapkepu YmoBH, sIKi = [IoOKyMeHTH, Tun
3a YMOBH, 1[0 TaKe BIIPOBA/PKeHHsA Oy/e MaTH CyTTEBUIl = MalOTh OyTH = fAKi MalTh 3MiHUM
BIUTMB Ha OLIHKY BipyCHOI 0e3meKu BUKOHaHi oyTH
npe/|CTaB-
JieHi
II
4.22. 3MiHM y NPUroTyBaHHI MyJIiB MJ1a3MH YMoBY, siKi | [lokymeHTH, Tun 3smiHu
(HanpuK/aj, MeTo/ IPUroTYBaHHA, PO3MIip MmyJ1y, MawTb 0yTH = fIKi MaIOTh
30epiraHHs 3pa3KiB MyJIiB MJIa3MHu) BUKOHaHi oyTH
npe/cTaB-
JIeHi
1 Ib
JlokKyMeHTaLlist

1. OHoBeHi BiAmOBiAHI po3aimu [TM®.

4.23. 3miHM y 3axo0/ax, siKi 0y/[yTb B)KHTi, SIKII{0 YMmoBH, aki | [lokymeHntH, Twun
PeTpPOCIeKTHBHO 0y/le BCTAaHOBJ/IEHO, III0 3pa3KH MalTh OyTH = fIKi MalOTb = 3MiHH
AOHOPCHKOi KPOBi He00XiiHO BUK/TIOUUTH 3 MPOIecy BHUKOHaHi oyt
(pPeTpocneKTUBHI JOCTiKeHHsT) npeAcTaB-

JIeHi

II
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