Jonatok 17

10 myHKTY 1 po3aury V

Ilopsaky MpOBENEHHS EKCIIEPTU3H

peecTpaliiHiuX MaTepialiB Ha JIKapChKi

3aco0Hu, 110 MOJIAI0THCS Ha JIepKaBHY

peecTpalliiio (mepepeecTpaliio), a TaKoX

eKCIIEPTU3H MaTepiaiiB MPO BHECEHHS

3MiH JI0 peeCTpalifHuX MaTepiaiiB

MPOTArOM JIii peecTpariiiHoro

[MOCBITUYEHHS

BUMOI'M 1O IOKYMEHTIB,

10 MOJAKTHCH VISl €KCIIEPTU3U NIPH BHECEHHI 3MiH 10 peecTpamiiHux
MartepiaJiB MPOTAroM Ail peecTPaliilHOr0 MOCBiTYEeHHA

A. AIMIHICTPATHUBHI 3MIHHU

A.l1. 3mina Ha3Bu Ta/a00 aapecu 3asiBHMKA | YMOBH, | JlokymenTH, | Tun
(BJIacCHMKA peecTpaliiiHOrO MOCBi4YeHHS) SIKi MAKOTh | fIKi MAKOTh | 3MiHH
oyTH OyTH HaJxaHi
BUKOHAHI
1 1,2 TAun
YmoBH

BriacHukoM peecTpaliiifHoro mocBilueHHS TTOBHHHA 3aJIUINIATUCS OJHA U Ta cama

IOpHJIMYHA 0c00a.

JlokymeHTalList

1. JIOKyMEHT BiIIOBIJHOTO KOMIIETEHTHOTO YIIOBHOB@)XXEHOTO OpTaHy, B SIKOMY
3a3HauYC€HO HOBY Ha3By Ta/a00 HOBY ajipecy 3asBHUKaA (BJIaCHUKA PEECTPALIITHOTO

MTOCB1TUYCHHS).

2. OHOBIIEHI: KOpPOTKa XapaKTEPUCTUKA JIKAPCHKOro 3acoly, IHCTPYKIIS IS
MEAMYHOTO 3aCTOCYBaHHs Ta TEKCT MapKyBaHHsI Ha YIAKOBIII (32 HEOOX1AHOCTI1).

A.2. 3MiHa Ha3BH JIKAPCHKOIo 3ac00y YmoBu, | Jlokyments, | Tun
SIKi MAalOTh | SIKi MAKOTH | 3MiHHM
oyt OyTH HajgaHi
BHKOHAaHI
1 1,2 Ib
YMoBH

3anponoHoBaHa Ha3Ba HE MOPYIIYE MpaBa TPETIX CTOPIH.




[IponoBxenHs nonatka 17

JlokymeHTanist

1. OGrpyHTYyBaHHS 3MiHU Ha3BH.

2. OHOBJEHI: KOPOTKAa XapaKTEPHUCTHUKA JIKAPCHKOTO 3aco0y, IHCTPYKIUS IS
MEJMYHOTO 3aCTOCYBAaHHS Ta TEKCT MAPKYBaHHS Ha YITaKOBIII.

A.3. 3mina nHazBu A®I a6o gonomixnoi | YmoBu, |JlokymentH, | Tum
PeYOBHHU siki MalOTh | fIKi MalOTh | 3MiHH
oyt OyTH HajgaHi
BHKOHAaHI
1 1,2 TAun
YmMmoBH

A®I/nonoMizkHa pe4OBHHA MMOBUHHA 3JIMIIATUCS TIEIO XK CAMOIO.

JlokymMeHTaList

1. [linTBepmxenns pekomennoBannx BOO3 MHH a6o xonis nepeniky MHH. 3a
noTpedu, MiATBEPKEHHS TOTO, 110 3MiHA BiAMOBIIae €BponehchKii apmakorei.
JInst pOCIIMHHUX JIIKapChKUX 3aco0iB — 3asBa MpoO Te, IO Ha3Ba BIANOBiIAE
yuHHUM BuMoram ab6o KepiBHunrtBsy €MA 3 SKOCTI POCIMHHUX JIIKAPCHKUX
3ac001B Ta KEPIBHUM IMPHUHIUIIAM JJIsi IEKJIApyBaHHS POCIMHHUX CyOCTaHIINA Ta
POCIIMHHUX Tpenaparis, M0 BXOJATh 10 CKJIaJy POCIMHHHX JIKApPChKUX 3aC001B
(UMHHE BHUJIaHHS).

2. OHOBJEHI: KOpPOTKa XapaKTEPUCTHKA JIKAPCHKOro 3aco0y, IHCTPYKISA JUIs
MEJIMYHOTO 3aCTOCYBAaHHS Ta TEKCT MAPKYBAHHS Ha YIaKOBII.

A.4. 3mina Ha3BM Ta/a00 agpecu BUpoOHMKA | YmoBH, |/loxkymenTn,| Tun

(BKJIIOYAIOYH, 32 HEOOXITHOCTI, MicIie fIKi MAIOThL | fIKi MAIOTL | 3MiHH
IPOBeICHHS KOHTPOJIIO AKOCTI), 200 OoyTH OyTH Ha/aHi
BJIACHUKA MacTep-¢aiina Ha ADI, ado BUKOHAaHi

nocravajdbHuka ADI/BuxigHoro
Martepiasy/peareHTa/mIpoMizKHOTO
NMPOAYKTY, 10 32CTOCOBYIOThCH Y
BUPOOHUUTBI ADPI (K10 32a3HAYEHO Y
J10Ch€ HA JIKapCcbKUii 3aci0), 3a BIICYTHOCTI
ceprudikara BianoBigHocTi €EBponeuchbKin
dpapmakomnei y 3aTBepIsKeHOMY H0ChE 200
BHPOOHHMKA HOBOI J0NOMi’KHOI pE4OBUHHU
(K0JIM 323HAYEHO Y T0ChE)

1 1,2,3 TIA

YmoBHu

BupoOnuya aiapHMIS Ta YC1 BUPOOHUYI onepalii 3aJIMIIal0ThCsl HE3MIHHUMH.

JlokymeHTALlISA

1. JIOKyMEHT BiJITOBIJHOTO YIOBHOBAaXEHOTO OPTaHy, Yy SIKOMY 3a3HAY€HO HOBY
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Ha3By Ta/abo ajapecy.
2. 3MiHH 70 BIAMOBITHUX PO3ILIIB PEECTPAIIHHOTO JIOCHE.

3. V pa3i 3MiHM B Ha3Bi BJacHUKa mactep-Qaiiina Ha ADI — noHoBIEeHA MHCHMOBA
3roJia BJJaCHMKA Ha JJOCTY JI0 MacTep-Qaiina.

A.5. 3mina Ha3Bu Ta/a60 aapecu YmoBu, | JlokymentH, | Tun
BHPOOHMKA/IMIIOPTEPA TOTOBOT0 SIKi MAKOTh | AIKi MAKOTh | 3MiHM
JIKapCcbKOIo 3ac00y, BKIANYAKYH UIbHUI oyTH OyTu HajgaHi
BHUIIYCKY cepii a00 micue npoBeaeHHs BHKOHaHI
KOHTPOJIIO AKOCTI

a) IiVILHICTD, 32 SIKY BiNoBigae 1 1,2 TAun

BHPOOHUK/IMIIOPTEP, BKIOYA0YHU
BHITIYCK cepiil

0) AisVIbHICTD, 32 AKY BIANOBiAa€ 1 1,2 IA
BUPOOHUK/IMIIOPTEP, HE BKJIIOYAIOYHU
BUIIYCK cepiil

YmoBH

Bupobuuua ninpHUIA, Ha3By Ta/abo ajapecy sKoi 3MIHEHO, Ta BCl BUPOOHUYI
orepailii 3aJIMIIAI0ThCs] HE3MIHHUMH.

JlokymMeHTaLlis

1. Komist oHoBneHOT JitieH31i Ha BUPOOHUIITBO (SIKIIO, 3T1IHO 13 3aKOHOJAABCTBOM
KpaiHU-BUPOOHMKA, JIIEH31S Ha BUPOOHHUIITBO ICHYE JIMIIE B EJICKTPOHHOMY
Buriisifl (Hanpukian CIIA), cmig Hamatu poO3APYKIBKY 13 TOCHUJIAHHSM Ha
BIAMOBIAHUN OQIMIMHUN calT, 3acBITYEHY MiAMUCOM/TIEUYATKOK (32 HAsIBHOCTI)
3asiBHMKA) a00 IHIIOTO JO3BUIBHOTO JIOKYMEHTa Ha BUPOOHUUTBO 3asBIEHOI
Jikapcbkoi (opMH y KpaiHi BUpOOHMKA, y SKOMY 3a3HA4€HO HOBY Ha3By Ta/abo
ajapecy.

2. 3MiHM A0 BIAMOBIAHUX PO3UTIB PEECTPALIMHOIO T0ChE, BKIIOYAOYM OHOBJICHI:
KOPOTKY XapaKTEePUCTHKY JIKAPChKOTO 3aco0y, IHCTPYKIIIO JII MEIUYHOTO
3aCTOCYBaHHS Ta TEKCT MAPKyBaHHs Ha YNAKOBII (32 HEOOX1IHOCTI).

A.6. 3mina kony ATX YMmoBu, | lokymentn, | Tun

siki MalOTh | sIKi MalOTh | 3MIiHHM
OoyTH OyTH HaJaHi
BHKOHAaHI
1 1,2 IA
YMoBH
[TpucBoenns HoBoro a6o 3mina BOO3 xoxy ATX.
JlokymeHTALlISA

1. IMigrBepmxenns npucBoeHHss BOO3 koxy ATX abo komis mepesniky KOJiB
ATX.
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2. OHOBJIEHI: KOPOTKAa XapaKTEPUCTHKA JIKapChKOro 3aco0y, IHCTPYKIIS IS
MEJIMYHOT'O 3aCTOCYBAaHHS Ta TEKCT MapKyBaHHS Ha YITaKOBII (3a HEOOX1THOCTI).

A.7. BuiyyeHHs BAPOOHMYOL TLIbHU I YmoBu, | Jlokymentn, | Tun
(BKJI0OYAIOYH JiibHULI 17151 ADI, Ki MalOTL | fIKi MAIOTH | 3MiHH
MPOMIKHOTO MPOAYKTY 200 rOTOBOI0 oyt OyTH HaxaHi
JIKapCcbKOIro 3aco0y, ALIbHULII 1J151 BHKOHaHI

NpoBeIeHHS MAaKyBaHHS, BUPOOHUKA,
BiIMOBIIaJILHOT0 32 BUILYCK cepiii, Miciie
NMPOBeIEHHSI KOHTPOJIIO cepii) ado
NMOCTA4YaJILHUKA BUXIIHOT0 MaTepiaJy,
peareHTy a00 J0NMOMIKHOI pe4YOBHHH (SIKIIIO
3a3HAYEHO Y 10CHE)

1,2 1,2 IA

YmoBH

1. HeoOXiiHO 3aJMIIMTH NpPUHANMHI OJHY 3aTBEpPKEHY IUIbHULIIO/BUPOOHHUKA,
II0 BUKOHYIOTh TaKy camMy QyHKII0, 10 W BuiIydeHl. 3a HEOOXITHOCTI,
NpUHANMHI OJUH BUPOOHMK, IO BIAMOBINAJBHUNA 3a BUIIYCK cepii Ta 3AaTHHM
ceprudikyBaTd BHUITYCK cepili Jjikapcekoro 3aco0y B Mexax €EC/EEC,
3anuiaetscsi B €C/EEC.

2. BuydyenHnst He 0OyMOBJICHO HernepeadauyeHuMu 00CTaBUHAMHU Y BUPOOHUYOMY
IIPOIIECI.

JlokymMeHTALliS

1. PeecTpauiiiHa ¢popMa Ha BHECEHHS 3MIH Ma€ YITKO BH3HA4YaTH 3aTBEPIKEHOIO
Ta 3aMpPONOHOBAHOIO BUPOOHUKIB, SIK 3a3HAYEHO B po3auIl 2.5 peecTpauiiHoi
dbopmu 11 AepKaBHOT peeCTpallii JTIKapCbKoTo 3aco0y.

2. 3MiHM A0 BIATOBIAHUX PO3/LIIB PEECTPALIIHOTO AOChE, BKIOYAIOYU OHOBJICHI:
KOPOTKY XapaKTEepPUCTHKY JIIKAPChKOro 3aco0y, IHCTPYKLIIO MJIi MEIUYHOrOo
3aCTOCYBaHHS Ta TEKCT MApKyBaHHS YIIAKOBOK (32 HEOOX1AHOCTI).

A.8. 3MiHM 1aTH IPOBeICHHS AyAUTY L1010 YMmoBu, | lokymentu, | Tun
BiaAnoBigHOCTI BUpoOHUKa AP BUMoram fIKi MAaIOTL | fIKi MAaIOTHL | 3MIiHH
HaJIe)KHOT BUpoOHMYoi npakTuku (GMP)* oyt OyTH HaJaHi
BHKOHAaHI
IA
JlokymeHTaList

[TucbMOBe MIATBEPKEHHS BiJI BUPOOHMKA TOTOBOTO JIIKAPCHKOTO 3aco0y II10J10
BIMOBIAHOCTI BUpoOHMIITBA ADI KepiBHUM IPUHIIAIIAM 3 HAJICKHOI BUPOOHUUOT
MIPAKTUKH 11070 BUMOT JI0 aKTUBHHUX PEYOBHH, 1[0 BUKOPUCTOBYIOTHCS K BUXI1THI
MaTepiau.

* Ila 3MiHa HE 3aCTOCOBYETHCS, KONMU iHGopmauis OyIb-sSIKUM IHIIUM YUHOM Oyna HaaaHa
KOMITIETCHTHHM OpTraHaM (HaIpUKIIAJl 3a JIOMOMOTO0 3asiBU Y TOBHOBAXEHOI OCOOM).
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b. 3MIHMU 3 AKOCTI

b.1. ADI

b.1.a) BupoOHuurTso

b.l.a.1. 3mina BupoOHuKa
BUXIJTHOTO/IIPOMI’KHOT0 MPOAYKTY/peareHry,
110 BUKOPUCTOBYIOTHCSI Y BUPOOHUYOMY
npoueci API, abo 3MiHa BUPOOHUKA
(BKJIIOYAI0YH, 1€ HEOOXiTHO, MicLe
NPOBeIeHHS KOHTPOIIO0 AKocTi) ADI (3a
BiZcyTHOCTI cepTudikara BiAnmoBiTHOCTI
€BponeiicbKiilt papmakomnei y
3aTBEPAKEHOMY J10Ch€)

YMoBH,
fIKi MAaIOTh
oyTH
BHKOHAaHI

JlokyMeHTH,
AIKI MAaIOTh
OyTH HaxaHi

Tun
3MIHH

a) 3alIpONOHOBAHMH BUPOOHUK HAJIEKUTH
10 Ti€l caMol BUPOOHMYOI IPynH
HIANPUEMCTB, L0 i 3aTBEePAKESHUI

1,2,3

11 2’ 31 4’ 51
6,7

TAun

0) BBeIecHHS HOBOI0 BUpoOHHKa ADI 3
HAJaHHAM MacTep-¢aiiiaa Ha ADI

I

B) 3aNIPONIOHOBAHUI BUPOOHUK
BHKOPHCTOBYE CNOCI0 CHHTE3Y, 1110
CYTTEBO BiIpi3HAETHCS Bijl
NonepeaAHbLOro0, 200 YMOBM BUPOOHMITBA,
SIKi MOTEHIIITHO MOKYTh 3MIHUTH
BaKJIMBI XapAKTEPUCTUKH AKOCTI AD],
TaKi K AKICHUH Ta/a00 KiJIbKiCHUI
npoQiib JOMIILIOK, 10 MOTPEOYIOTH
kBaJidikauii, 200 Qisuko-xiMiuHi
BJaacTuBocTi A®I, 1110 BILIMBAIOTH HA
0i010CTYIIHICTH

11

I) HOBMiA BUPOOHUK BHUXITHOTO MPOAYKTY,
JJISL IKOTO BUMATA€THCS MOTNepPeaHsl
OlliHKa BIPYCHOI 0e3neKku Ta/ab0 pu3uKy
nepenadyi 30yauukis I'E

11

r) 3miHa B A®I 0i0,10riYHOr0 MOXO01KEHHS
a00 BUXiTHOMY
MarepiaJi/peareHTi/mpoMikHOMY
NPOAYKTi, 1110 BAKOPUCTOBYHOThCS sl
BUPOOHMUTBA
0i0J10rTYHOTr0/IMYHOJIOTIYHOT O
JIKapCbKOro 3aco0y

II

1) 3MiHM 10 3aX0/1iB, OB’ SI3AHUX 3

2,4

1,5

TIA
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KOHTpoJieM ADI: 3amina abo 1oxaBaHHs
AUIbHHUIII, 1€ TPOBOAUTHCS
KOHTPOJIb/BUNIPOOYBAHHSA Cepil

€) BBeJIecHHsI HOBOT0 BUpoOHNKa ADI, II
KOJIM He MOAAEThCA MacTep-daiia Ha
A®I, o BUMarae 3Ha4YHOI 3MiHH 10
BiIOBIAHOTO0 po3ainy nocbe Ha ADI

€) 101aBAHHS AJIbTEPHATUBHOI ILIbHMUIII, 1,2,4,5,8 Ib
Je NPOBOAUTHCA crepuJizanis ADI 3
BUKOPHMCTAHHAM METOY, IO ONUCAHUM Y
€BponeiicbKiil hapmakonei

’K) BBeJICHHSI HOBOI ALILHMILI, € 2,5 1,4,5,6 1A
3MiCHIOETHCA MiKPOHi3allis
3) 3MiHH /10 3aX0/iB, 0B’ SI3aHUX 3 11

KOHTPOJIEM aKTHBHOI pe4OBUHHI
0i0J10TiYHOI0 MOXOIKeHHs: 3aMiHa 200
A0JABAHHA ILIbHMII, e IPOBOANTHCHA
KOHTPOJ1b/BUNIPOOYBaHHS cepil,
BKJIIOYAI04YM 32CTOCYBAHHA
OioJioriyHoro0/

iMYHOJI0TiYHOr 0/iIMyHOXIMIYHOT0 METOAY

1) HOBA JAUIbHUIS JJIs 30epiranHs 1,5 Ib
I'os10BHOTO 0aHKY KJIITHH Ta/a00
Po0ounx 0aHKIB KJIITHH

YmoBHu

1. JIns BUXITHUX MaTepiaiiB Ta peareHTiB creurddikauii (BKIOYa0Ud KOHTPOJIb
niJ 4Yac BHUPOOHMIITBA, METOAM aHAI3y BCIX MareplaiiB) € 1JIeHTUYHUMU
3aTBep/keHUM. [ mpoMixkHuX npoaykTiB Ta A®DI cnenudikaiii (BKIOYaOUU
KOHTPOJIb MiJ 4Yac BUPOOHHUIITBA, METOIM aHali3y BCIX MarTepialiB), CIOCIO
BUPOOHMIITBA (BKJIOUAIOUU PO3MIp cepii) Ta ACTAIbHHUIA OMUC METOJY CHHTE3Yy €
IICHTUYHUMHU 3aTBEPKECHUM.

2. ADI He € cTepmiibHOIO 200 HE € PEUOBHUHOIO 010JI0TTYHOI0/IMYHOO10JI0TTHYHOTO
MOXOJIKEHHS.

3. Skmio y mporieci BUPOOHUIITBA BUKOPUCTOBYIOTHCS MaTepiaiu JIOJICHKOTO a0
TBAPUHHOTO TOXO/DKCHHS, BUPOOHUK HE 3alydyae Oyab-SKOTO  HOBOTO
MocTavagbHUKA, IJIS1 SKOTO MOTPiOHA OIliHKA BIPYCHOI Oe3meku abo BiIMOBITHOCTI
BupoOHunTBa KepiBHuMm BkaziBkaM €MA 11010 MiHIMI3alli pU3MKYy Tepenayi
ryouatoi eHnedanonarii TBapUH dYepe3 JIKApChKli 3aco0W i JIIOJUHU Ta
BetepuHapHi npenapaty (2011/C 73/01) (unHHE BUIaHHS).

4. IlepenecenHs cnocoOy BUPOOHMIITBA 3 IMOINEPEIHBOI AUTHHUIIL 10 HOBOI OYyJIO
YCHIIITHO BUKOHAHO.

5. Crneuudikarisa moao po3mipy dactok A®DI ta BIAMOBIIHUI METOJ aHaII3y
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3aJIUIIAIOTHCS HE3MIHHUMM.

JlokymeHTanist

1. 3MiHM 10 BIAMIOBIAHUX PO3LIIB PEECTPALIHHOTO HOCKE (32 HEOOX1THOCTI).

2. 3asBa B BJIACHHUKA PEECTPALIHOTO MOCBIAUEHHS abo0 BijJ BIACHHKA MacTep-
daitna Ha A®I, 3a HEOOXIAHOCTI, IO METOA CHUHTE3y (abo y pasi JIKapChbKUX
3ac001B POCIMHHOTO TOXO/KEHHS, 3a MOTPeOH, METOJ] MPUTOTYBAHHS, MICIE
MOXOKEHHS, BUPOOHUITBO pocnuHHOi ADI Ta cnocid BHpOOHHUIITBA), METOIH
KOHTPOJIIO SIKOCTI Ta cnerudikarii Ha ADI Ta BUX1THUI
MaTepiaj/peareHT/MpoMbKHUM TpOoAYKT y BHUpOOHULTBI ADI He BIAPIZHIIOTHCS
BiJI 3aTBEPKEHUX (32 MOTPEOM).

3. T'E-ceptudikar BiamoBimHOCTI €Bponelchkiit ¢dapmakorei s HOBOTO
BHUXIJIHOTO TPOJIYKTY abo0, SKIIO HEOOXiAHO, JOKYMEHTaJbHE ITiATBEPIXKCHHS
TOTO, IO BUXIAHUM TPOAYKT Juisi oTpuManHs A®I, skuil mMae pusuk mnepenayi
30yauukiB ['E, momepeaHbo OIIHEHUN YIOBHOBAKEHHWM OpPraHOM KpaiHU-
BUPOOHMKA Ta MPOJEMOHCTPOBaHA HOro BiAMOBIIHICTH KepiBHUM BKa3iBKam
€MA n1o10 MiHIMI3ZAIIT pU3UKY Mepenayl ryouaroi eHiedanonarii TBApUH 4epes
JiKapchKi 3aco0W Uil JIIOAMHHM Ta BerepuHapHi mnpemapatu (2011/C 73/01)
(unHHe BunaHHs). [Hpopmalis NMOBMHHA MICTUTH: Ha3By BHUPOOHMKA, BUIU Ta
TKAaHWHU TBapWH, 3 SKWAX OJIEPKAHO BUXIAHUN TPOIYKT, HA3By KpaiHU
MOXOPKEHHS TBAPUHHOI CUPOBUHHU, 11 BUKOPUCTAHHS Ta MOMEPEIHINA JO3BLI.

4. Jlani aHamiziB (y BUIJISA1I TaOJMUIlb MOPIBHSHHS) MPUHANMHI JJIsT JBOX cepiit
(MiHIMYM AociiHO-TIpoMuciaoBux) A®DI Bijg 3aTBEpAKEHOTO Ta 3aIIPOIIOHOBAHOTO
BUPOOHUKIB/ IUTHHULID.

5. Peectpamiiina opma Ha BHECEHHS 3MiH Ma€ YiTKO BU3HAYaTH 3aTBEPKEHOTO
Ta 3aMpONOHOBAHOTO BUPOOHUKIB, SIK 3a3HAYEHO B po3auIi 2.5 peectpariiHoi
dbopmu 17151 AEpKABHOI peecTpartii JiKapchKoro 3aco0y.

6. 3asBa kBamidikoBaHoi ocobu (KO) kokHOro 3 BIACHUKIB IIEH31T Ha
BUPOOHMIITBO, TEPETIYCHUX Y 3asBi, SIKI BUKOPUCTOBYIOTh ADI sk BuxigHuit
Mmartepian, Ta 3agBa KO KOXHOrO 3 BIIACHHKIB JIIEH31i Ha BUPOOHHUIITBO,
NepeiuyeHux y JI0Che SIK BIAMOBIJATBHUX 3a BUITYCK cepli. Y 3asBax HEO0OX1JIHO
3a3Ha4nTH, 1110 BUPOOHUK(1) ADI nie(r0Th) BIAMOBITHO SO KEPIBHUX MPUHIIUIIB 3
HaJIEKHOI BUPOOHMYOI MPAKTUKHU IIOJ0 BUXIAHUX MaTepialliB. Y3arajibHeHa 3asiBa
MOKe OyTH IPUHHATHOIO 32 TICBHUX YMOB (mpuMiTka jo 1. b.I1.6.1).

7. 3000B’s3aHHa BUpoOHMKA A®I iHQOpMYyBaTH BIIACHHMKA pEECTPAIIHOrO
NOCBIYEHHS MpO OyAb-sIKI 3MIHM Yy Mpolecl BUPOOHHUIITBA, crenudikaiiax Ta
MeTroaax aHanizy A®I (3a HeoOXiTHOCTI).

8. IlinTBepKEHHS, 1110 3alPONIOHOBAHA JUIBHUIT BUPOOHMIITBA Ma€ BiATIOBITHUN
703B11 (J1iLI€H3110) HA BUPOOHULUTBO JIKapchbkoi opmu abo JiKapchbKOTO 3aco0y
a00 BUKOHAHHS BUPOOHUYOI onepalii came:

JUTsl BUPOOHWYOT IITBHUII B YKpaiHi — KOITisl YMHHOI JIIeH31i Ha BUPOOHUIITBO;
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JUI. BUPOOHUYO1 JIIJIBHMIN 11032 MEXKaMH YKpaiHM — KOMis YMHHOI JIIEH311 Ha
BUPOOHUIITBO (SIKIO 3T1IHO 13 3aKOHOJIABCTBOM KpaiHM BUPOOHMKA JIIIEH31s Ha
BUPOOHMIITBO ICHY€ JIMIIE B €JIeKTpOoHHOMY Burisni, Hanpukian CHIA, cimig
HaJlaTU PO3JIPYKIBKY 3 MOCHJIAHHSAM Ha BIANOBIIHY OMIIINHHY peecTpalliiiny 6a3y
(odimittauii caiiT), 3aCBiAUEHY T1AMTHUCOM/TICYATKOIO (32 HASIBHOCTI) 3asBHUKA) 200
IHIIIOTO JO3BIIBHOTO JIOKYMEHTa Ha BUPOOHHUIITBO JIIKAPCHKOI (QopMH UM
JIKapChKOro 3aco0y a00 BUKOHAHHSI BUPOOHUYOT omepartii.

b.l.a.2. 3minn B npoueci BupoonnurBa A®I | YmoBu, |/loxkymentn,| Tun
sIKi MAIOTh | AIKi MAKOTh | 3MiHH

OoyTH OyTH HaJaHi
BHKOHAaHI
a) He3HA4YHA 3MiHA y npoueci 1,2, 3,4,5, 1,2, 3 1A
BUPOOHUNITBA ADI 6,7
0) 3HaYHa 3MiHA y npoueci BAPOOHUITBA II

A®@I, 1m0 Mo:Ke MaTH iCTOTHUH BILJIUB Ha
AIKiCTh, Oe3neky a00 epeKTUBHICTH
JIKAPCHKOI0 3ac00y

B) 3MiHA CTOCY€THCH AKTUBHOI pEYOBUHHU I
0i0J10TiYHOr0/iIMyHOJIOTIYHOT O
MOXO/’KeHHS 200 BUKOPUCTAHHS
xiMmiuHux A®PI y BupoOHUITBI
JIKaApChKOro 3aco0y 0ioJI0riYHoOro/
iIMYHOJIOTIYHOT 0 IOXO/IKEHHS Ta MOXKe
MAaTH 3HAYHUH BIUIUB HA AKICTh,
0e3neKy Ta e(peKTUBHICTD JIKAPCHLKOro
3ac00y i He BITHOCUTHCS 10 MPOTOKOJIY

) 3MiHa y JIiIKapCcbKOMY 3ac00i II
POCJMHHOTO MOXO/KEHHS], SIKA
CTOCYETBHCS OHI€I 3 TAKUX
XaPAKTEePUCTHUK: JZKePeJI0 MOXOAKEHHS
CHPOBHHH, CNIOCI0 BUPOOHUIITBA 200
BUI'OTOBJICHHS

I) He3HAYHA 3MiHa y 3aKPUTIil YaCTHHI 1,2,3,4 Ib
Macrep-¢aiiaa Ha ADI

YMmoBHu

1. He moBUHHO OYyTH KOAHHMX 3MIH y SIKICHOMY Ta KIJIbKICHOMY CKJIaJi JOMIIIOK
a00 3MiH (P13UKO-XIMIYHUX BiacTuBocTer ADI.

2. lIngax cuHTE3y HE 3MIHIOETHCS, a CaMe€ IMPOMIXKHI MPOAYKTH 3aJIMIIAIOTHCS
HE3MIHHMMH, 1 HE BHUKOPHUCTOBYIOTHCSI HOBI peareHTH, KartajizaTopu abo
PO3UMHHUKU. [[1s POCAMHHHUX JIKapChKUX 3aC00IB — JDKEpENo MOXOIKEHHS
CUpOBUHHU, BUpPOOHUITBO A®DI Ta cmoci0 BUPOOHHUITBA 3aTUIIAIOTHCS
HE3MIHHUMU.
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3. Cnenudikarii Ha ADI aGo mpoMi>kH1 TPOAYKTH 3aJIUIIAKOTHECS HE3MIHHUMU.

4. 3MiHa TOBHICTIO OMHMCaHa y BIAKPUTIN («IjIsl 3asiBHUKA») YaCTUHI MacTep-
daiina Ha ADI (3a HE0OX1THOCT1).

5. A®I He610710TTYHOT0/IMYHOIOTTYHOTO ITOXO0IPKCHHS.

6. 3MiHA HE CTOCYEThCS JDKEpesia TIOXOHKeHHS Ta crnoco0y BHUPOOHUIITBA
POCIMHHOTO JIKapChKOTO 3ac00Yy.

7. 3MiHA HE CTOCY€EThCA 3aKPUTOT YaCTUHHU MacTep-daitna Ha ADI.

JlokymeHTALliSA

1 3MiHM 110 BIANOBIIHMX PO3JLIIB PEECTPALINHOTO JIOChE Ta 3aTBEPKEHOTO
Mmacrtep-gaitia Ha ADI (3a MOXKIMBOCTI), BKIIOUYAIOUM PE3YJIbTATH MOPIBHIHHS
Y3TOPKEHOT'0 Ta 3alpOIIOHOBAHOTO BUPOOHUYOIO MPOLIECY.

2. Jlani a”amiziB (y BUIIsIAL TaOJUINl MOPIBHSHHS) NMPUHAWMHI IJI TBOX CEpiid
(MIHIMYM JOCJiAHO-IIPOMHCIIOBUX), BUTOTOBJICHUX BIJMOBIIHO /0 Y3TOJKEHOTO
Ta 3alPONOHOBAHOTO BUPOOHUYOTO MIPOIIECY.

3. Komist 3aTBepmxenux crenudikariii Ha ADI.

4. 3asBa B1J] BJIACHHKA PEECTPAIIMHOTO TTOCBITUYEHHS a00 BIaCHUKA MacTep-(daitna
Ha A®DI, 3a HEOOX1THOCTI, PO TE€ IO OYJb-AKl 3MIHU Y SIKICHOMY Ta KiJIbKICHOMY
npodiii 1OMIIIOK 200 y (PI3UKO-XIMIYHUX BIACTUBOCTSIX BIZACYTHI, METOJ CUHTE3Y
HE 3MIHIOETHCS, @ TaKOX HE 3MIHIOIOThCs crenudikamii Ha ADI abo mpomixkH1
HIPOTYKTH.

Ipumitka g0 n. b.1.a.2.6. J{nsa ximiuaux A®DI 11e cTocyeThest 3HAYHUX 3MIH Y METOJII CUHTE3Yy ab0
yMOBaxX BUPOOHUIITBA, IO MOTEHIIHHO MOKYTh 3MIHIOBATH BKJIMBI XapakTepucTuku A®I, Taki sk
AKICHUM Ta/ab0 KUIbKICHUM Mpoduib JOMIIIOK, 10 MOTpeOyroTh KBamidikalii, abo ¢pizuko-xiMidHi
BracTuBocTi A®I, 1m0 BIUIMBAIOTh Ha 01010CTYITHICTb.

b.1.a.3. 3mina po3mipy cepii (BKJII049a04u YmoBu, | Jlokymentn, | Tun
nianazonu) A®I a6o npomMiskHOTO fKi MAaIOTL | fIKIi MAIOTH | 3MIHH
NPOAYKTY, AIKHH 32CTOCOBYETHCH Yy Npoueci oyt OyTH HajgaHi
BUPOOHUNITBA ADI BHKOHAaHI
a) 30iibmenHs 10 10 pa3iB nopiBHAHO i3 1,2, 3,46, 1,2,5 1A
3aTBepPAKEHHMM PO3MIpoM 7,8
0) 3MeHIIeHHs 00csiry BupooHuuTBa a0 10 | 1,2, 3,4, 5 1,2,5 1A
pasiB
B) 3MiHa, 110 OTPe0y€ 0BEACHHSA 11

NMOPiBHAHHOCTI AKTMBHOI PE4YOBUHU
0i0JIOr9YHOr0/iMyHOJIOTIYHOT O
MOXOAKECHHS

r) 30lL1beHHs y monaj 10 pasis 1,2,3,4 Ib
NMOPIBHSHO i3 3aTBEPAKEHUM PO3MipoOM

I) po3Mip cepii AKTUBHOI PEYOBUHHU 1,2,3 /4 Ib
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0i0J10riYHOr0/iIMyHOJIOTIYHOT O
MOXO/IKEHHS 301/IbITUBCA/3MEHIITUBCSH
0e3 3MiHM mapamMeTpiB mpoiecy
(manpuxian xy0/110BaHHA JIiHII)

YmoBHU

1. 3mian y mporeci BHpPOOHHUIITBA OOYMOBJEHI TIIbKK 30UIBIIEHHSIM a0o
3MEHIIEHHSIM 00'eMy BUPOOHUIITBA, HAMPUKIIAJ BHUKOPUCTAHHSM OOJaJHAHHS
1HIIIOT IPOAYKTUBHOCTI.

2. HasBHiCTh pe3ynbTaTiB aHaji3y MpPUHANMHI JBOX Cepiii 3amporOHOBAHOTO
PO3MIpY BIAMOBIIHO /10 CrierQiKaIii.

3. A®I He € aKTUBHOIO PEUOBUHOIO 010JIOTTYHOT0/IMyHOJIOTIYHOTO TTOXO/I>KEHHS.
4. 3MiHa HE NMOBMHHA BIUIMBATU HAa BIITBOPIOBAHICTH MPOIECY BUPOOHUIITBA.

5. 3MiHa He TOBMHHAa OyTH OOYMOBIIEHA HemependaYeHUMH OOCTaBUHAMU B
IpoI1ieci BUpOOHUIITBa 200 MpobiieMaMu, OB’ I3aHUMH 31 CTa0LIIbHICTIO.

6. Cnenudikariii Ha ADI/mpoMi>KHI TPOTYKTH 3aJUIIAIOTHCS HE3MIHHUMH.
7. ADI He € CTepUIIbHUM.

8. Po3Mmip cepii 3HaxomuThes y 10-kpaTHOMY JiamaszoHi po3Mipy cepii, mo OyB
3asIBJICHUI MpHU peecTpallii, ado 1eil po3Mip cepli He OyB 3aTBEPIKEHUN K 3MiHA
tuny [A.

JlokymMeHTaList

1. 3MiHM 10 BIAMOBIAHUX PO3AUTIB PEECTPALIHHOTO JOCKE.
2. Homepu cepiii 3anipOIIOHOBAHOTO PO3MIPY, SIKI TPOXOASTH BUTPOOYBAHHS.

3. Nani anami3iB (y BUTJISA1 TaOIHII TIOPIBHSHHS ) MPUHAWMHI OJHIET TPOMHUCIOBOL
cepii A®I abo mpomMixKHOTO MPOAYKTY JJIsi 3aTBEP/XKEHOTO Ta 3alpONOHOBAHOTO
po3MipiB (3a HEoOXiAHOCTI). MarTh OyTH HaJaHI HAa BUMOTY JIaHi MPO HACTYMHI
JIB1 TIOBHI ITPOMMCIIOBI cepii, a TaKOX 3asBa MPO T€, 10 y pa3l HEBIAMOBIAHOCTI
cnenudikariism Oyzae moBigomiaeHo L{eHTp (3 BiAMOBIAHOO MPOMO3ULIIEIO).

4. Komis 3atBepmkenHux crnenudikamiii Ha APl (Ta npoMiXkHI TPOAYKTH, 3a
noTpedn).

5. 3asBa BiJ BJaCHUKA PEECTPAIITHOTO MOCBIAYEHHS a00 BiIacHUKa MacTep-(daiiia
Ha A®I mpo Te, MO 3MIHM Yy Mpoleci BUPOOHUIITBA OOYMOBJICHI TUIBKH
30UIbIIEHHSIM 200  3MEHIIECHHSAM  00'eMy  BHpOOHHUIITBA  (HANpHUKIAI,
BUKOPUCTAHHAM OOJIaJHAHHS 1HINOI MPOJAYKTUBHOCTI), 1110 3MiHA HE BIUTMBA€E HA
BIJITBOPIOBAHICTH MPOIIECY 1 HE 00yMOBJIeHa HemependadyeHuMU OOCTaBUHAMH B
mpoiieci BUPOOHUIITBA a00 TpoOieMamu, TMOB'SI3AHUMH 31 CTAOLIBHICTIO, 1 IO
cneuudikanii Ha ADI/mpoMi>KHI TPOAYKTH 3aTUIIAIOTHCS HE3MIHHUMH.

b.1.a.4. 3minu Bunpo0yBanb ad0 YmoBu, | dokymentu, | Twun
JOMYCTUMHX MEXK B Ipoueci BUPOOHMITBA, | SIKIi MAIOTh | fIKi MAKOTh | 3MiHH
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110 BCTaHOBJIeHi y cnenudikanisax na ADI oyt OyTH HagaHi
BHKOHAaHI

a) 3BYKE€HHsI JONMMYCTUMMX MEXK 1,2, 3,4 1,2 1A

0) 101aBaHHA HOBOI0 BUNIPOOYBAHHS Ta 1,2,5,6 1,2,3,4,6 IA
JAONMYCTUMMX MEK

B) BWIYYEHHS HECYTTEBOTO 1,2,7 1,2,5 IA
BUIIPOOYBAHHSA

I') PO3IIUPEHHS 3aTBEPAKEHNX II

JAOIMYCTUMHX MEK B mpoueci
BHPOOHHUIITBA /ISl MOKA3HUKIB, AKI

MOKYTh iCTOTHO BINIMHYTH HA AKICTH
ADI

I) BUWIYYCHHs BUIIPOOYBaHHSA B poueci 11
BUPOOHHUIITBA, 10 MOKe MAaTH iCTOTHUH
BJIMB Ha 3arajibHy sIKicTb ADI

1) 1oAaBaHHs 200 3aMiHA BUNIPOOYBaHHS 1,2,3,4,6 Ib
3a pe3yJbTaTaMu J0CTiIKeHb 3 0e3NeKu
a00 aKocTi

YmoBHu

1. 3miHa He O0OyMOBJIEHA MOIEPEIHBOID EKCIEPTU30I0, IO 3/1HCHIOBAIACH IS
Neperssiay MOKa3HUKIB, 3a3HAYEHUX Yy crenudikaiii (Hampukiaa mpoBeaeHOO i
qyac EKCIEePTU3M PEECTPAIliiHMX MaTepialiiB MpU peecTparlii abo BHECEHH1 3MiH
tuny II).

2. 3miHa He oOyMoOBIIeHa HemepeaOaueHMMU OOCTaBUHaMH B  TPOIIECi
BUPOOHMIITBA, HAMPUKIIAJ MOSIBOI0 HOBOI HEKBaNII(PIKOBAHOI JOMIIIKH, 3MIHOIO
MEX 3arajibHOr0 BMICTY JTOMIIIOK.

3. bynp-ski 3MiHM HE TOBHHHI BUXOJUTH 3a JOMYCTUMI MEXI 3aTBEPHKEHOT
cnenudikarii.

4. Metoaun BumpoOyBaHb 3aJUIIMIKCS HE3MIHHUMH ab0 Taki 3MIHH €
HE3HAYHUMHU.

5. bBynp-skuit HOBUE MeTON BHUMNPOOYBaHb HE HAJICKHUTh JI0 HOBOTO
HECTaHJApPTHOTO METOAY ab0 CTaHJAPTHOTO METOJY, IO BUKOPHCTOBYETHCS Yy
HOBHII c1ocio.

6. HosBuit METO/ BUTIPOOYBaHb HE HaJICXKUTh bi (o)
010J10TTYHUX/IMyHOO10JIOTIYHUX/IMYHOXIMIYHIX METOJIB a00 METOY, MpU SKOMY
BUKOPUCTOBYEThCSL O10JIOTTYHUN peareHT i aHamizy A®I 6ionoriyHoro
MOXO/PKEHHS (32 BUHSATKOM CTAaHJIAPTHUX (apMakoONeHHUX MIKpOOIOJIOTTUHUX
METOIIB).

7. TlapameTp cnenudikalili He HAICKUTh A0 KPUTHYHUX MapaMeTpiB, HAPUKIIA
TaKWX SIK: KiTbKiICHE BU3HAYCHHS, TOMIIIKH (HE CTOCYEThCS IEBHOTO PO3UMHHUKA,
KU HE BUKOPUCTOBYETHCA y BUPOOHUITBI ADI), Oyap-saKi KpuTUuHI (Hi3U4HI
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XapaKTEPUCTHUKH, HAIPHUKIIAT PO3Mip YaCTOK, HACHUITHA T'yCTHHA a00 T'YCTHHA ITiCTIs
yCaJKH TOPOIIKIB, 1IeHTU(IKaLlIA, BOJa, Oy/Ib-sKa BUMOTa II0JI0 3MIHHA YacTOTH

BUNPOOYBaHHS.

JlokymeHTALliSA

1. 3mMiHU 70 BIAMOBIIHUX PO3JUIIB PEECTPALIMHOTO TOCHE.

2. [TlopiBHsuibHA TaOnMIsE 3aTBEPKEHUX Ta 3alpONOHOBAHUX  METO/IB

BUIIPOOYBAaHb.

3. Onuc HOBOro HedapMakoONmEeHHOrOo METOAYy BHMPOOYBaHHS Ta JaHl 3 HOro

BayTiganii (3a HeoOXiTHOCTI).

4. Jlani aHami3iB Ui JABOX MPOMUCIOBHUX Cepiid (TPhOX MPOMHUCIOBUX CEpiid AJis
A®I 610J10T1YHOTO MOXOJKEHHS, AKIIO0 HEe o0rpyHToBaHo 1HIIe) ADI 3a Bcima

MOKa3HUKaMH, 10 3a3Ha4YeH1 y crienudikaiii.

5. OOrpyHTyBaHHS/OIlIHKA PU3UKY BiJ BJIACHHKA PEECTPAIIHHOTO TMOCBIIYCHHS
abo BiacHuka Macrtep-gaitia Ha A®DI (3a HEOOXITHOCTI), IO MIATBEPIKYE

HE3HAYHICTh 3MIHEHOTO TTapameTpa abo Moro 3acTapiiiCThb.

6. OOrpyHTyBaHHSl BiJ BJIACHHUKA PEECTPAIIMHOrO IOCBIIUYECHHS a0 BIACHUKA

mactep-paitna Ha A®DI (32 HEOOXIZHOCTI) BBEAEHHS HOBOIO METONY
BUNPOOYBaHHS a00 TOMYCTUMUX MEXK, BU3HAYCHHX y CIICLM(PIKALISAX.
b.1.a.5. 3MiHu B aKkTUBHIll pe40BHHI YMmoBu, | Jlokymentn, | Tun
Ce30HHHUX, NepeanaHaeMidYHUuX a00 SIKi MAKIOTh | SIKI MAIOTh | 3MiHU
NaHIeMIiYHUX BAKIMH MPOTHU BIPyCy rpuimy oyTH OyTH HaJxaHi
JIOAUHU BHKOHAaHI
a) 3amiHa mramy(iB) y Ce30HHHUX, II
nepeanaHaeMiyHuxX ad0 mMaHaeMidYHUX
BAKIMHAX MPOTH Bipycy rpumy JIOAUHH
b.1.0) Kontpoas ADI
YmoBu, | Jlokymentu, | Tun
b.1.0.1. 3mina y napamerpax cneuupikaumii | gii marors | sxi maors | 3Minu
Ta/200 JOMYCTUMMX Me’K, BUSHAYCHHUX Y oyTH OyTn HajaHi
cnenudikanisx na A®I, ado BHKOHAHI
BUXIITHUII/TIPOMi’KHUI POXYKT/pearexT,
10 BUKOPHUCTOBYIOThHCS Y Tpoueci
BUpPOOHUNITBA ADI
a) 3BYKEHHS JOMYCTUMMX MEK, 1,2,3,4 1,2 TAun
BHU3HAYCHUX y crenu@ikanii Ha
JIKapChKi 3ac00M, 1J15 AKHX
OTPHUMYEThCH I03BiJ1 HA BUILYCK cepil Bix
0(iiifHOTO0 PeryJssiTOPHOIr0 OPraHy
0) 3BY2KEHHH IOIMYCTUMHUX MEXK, 1,2,3,4 1,2 1A
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BH3HA4YEeHUX y cnenudikamii

B) JONOBHEHHS cnienu@ikanii HOBUM
NMOKA3HUKOM AKOCTI Ta BiAMOBIIHUM
METOJ0M BUNIPOOYBAHHA

1,2,5,6,7

1,2,34,5,
7

IA

r) BWIYYEHHS HE3HAYHOI'0 MapaMeTpa
cnenu@ikanii (HanpukJIag 3acTapijioro
MOKA3HUKA)

1,2,8

1,2,6

IA

I) BWIyYeHHs mapamMerpa cnenudgikaii,
SIKMHA MO’Ke MAaTH CYyTTEBUI BJIMB HA
saKictb A®I Ta/ab0 roroBoro
JIKAPCHhKOI0 3ac00y

11

1) 3MiHa 032 MeKaMU 3aTBEP/I’KeHOr0
aiana3ony cnenu@ikanii Ha API

11

€) PO3LIHUPEHHS J0MYCTUMHUX MEK,
3aTBepPAKeHHMX y cnenrdikamisax Ha
BUXIIHI MaTepiajau/pOMIKHI NPOAYKTH,
sIKIi MalOTh iCTOTHHUI BIUIMB HA SIKICTh
A®I Ta/a60 roToBOIO JiKapCcHKOro
3aco0y

I

€) 1oJaBaHHs 200 3aMiHa (32 BUHATKOM
AKTHBHOI pe4OBUHHU 010JIOTIYHOTO0 200
iMYHOJIOTIYHOT 0 TTOXO0/KEHHS)
napamerpa cnenudikaiii 3 BiAmoBiiHUM
MeTOJA0M BUNPOOYBAHHA 32
pe3yJbTaTaMu A0CJiI:KeHb 3 0e3meKn
200 AKOCTI

1,2,34,5,

Ib

’K) y pasi BiacyTHocTi MoHOrpadii Ha ADI
y ADY, €Bponeiicbkiil papmakonei ado
iHmii HagioHaabLHIN papmakonei €C,
3MiHA BHYTPIlIHbOI cienu@ikamii Ha
MoHorpadgir Heodiniiinoi papmakomnei
a0o apmakonei TpeTHOi KpaiHu

1’ 21 3’ 4’ 5’

Ib

YmoBHu

1. 3miHa He OOyMOBJIEHAa MOMEPEIHBOK EKCIEPTU3010, IO 3IMCHIOBANIACH IS
nepernsiay MoKa3HUKIB, 3a3HaUeHUX Y crerudikalii (HalpuKIiaa IpoBeaSHOO il
4ac EKCIEpPTU3HM PEECTPAIIHUX MaTepialliB MpHU peecTpallii abo BHECEHHI 3MiH
tuny II).

2. 3miHa He oOyMoOBIIeHa HemepeadaueHMMU OOCTaBUHAMU B  MPOIlEC]
BUPOOHMIITBA, HANPHUKIIAJ MOSIBOI HOBOI HEKBaNl(PIKOBAHOT JOMIIIKH, 3MIHOIO
MEX 3arajibHOr0 BMICTY JIOMIIIOK.

3. Bynp-ski 3MiHM HE MOBHMHHI BUXOAWUTU 3a JOMYCTHMI MEXI 3aTBEPIKEHOI
cnerugikarii.
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4, Metonu BumnpoOyBaHb 3aJMIIWIMCS HE3MIHHUMH a00 Taki 3MIHH €
HE3HAYHHUMH.

5. Bynp-skuii HOBHMI MeETOJ BHUIPOOyBaHb HE HAJIECKUTh O HOBOTO
HECTaHJAPTHOI'O METOAYy ab0 CTaHAapTHOIO0 METOIY, IO BHUKOPHUCTOBYETHCS Y
HOBHH CI10C10.

6. HoBwit METOJ BUIIPOOYBaHb HE HaJIE)KUTh 10
010J10TTYHUX/IMyHOO10JIOTIYHUX/IMYHOXIMIYHUX METOZIB a00 METOy, IPU SIKOMY
BUKOPHUCTOBY€ETbCA OloyioriuHuil peareHT s aHamizy A®I OionoriuHoro
MOXO/KEHHS (32 BHUHATKOM CTaHAAPTHUX (PapMakonmeiHUX MiKpOOiOJOTIHHUX
METO/IIB).

7. Jnsa Oynp-akoro MaTepialy 3MiHa HE CTOCYEThCS JOMIIIKH, SIKa Mae
reHoTokcuuny aito. g kineBoro A®I koHTposib OyAb-sSKOi HOBO1 JOMIIIKH Ma€
BinnoBigatu J®Y, €sponelicbkiit (papmakornei, abo 1HIIN TrapMoOHI30BaHii
dapmakoriei, abo HarmioHanbHii (apmakomnei gepxkaBu €C, 3a BUHATKOM
3QJIMIIKOBUX PO3YMHHUKIB, SIK1 TOBUHHI BIJIIOB1IaTH MexaM, BcTraHoBieHUM ICH.

8. [Napametp cnenudikailii He HANEKUTH O KPUTHYHUX MMapaMeTpiB, HAMIPUKIIA]
TaKUX SIK: KIJIbKICHE BU3HAUECHHS, JOMIIIKH (HE CTOCYETHCS IEBHOTO PO3UMHHUKA,
SAKUUA HE BUKOPUCTOBYETbCA y BUPOOHULTBI ADI), Oyap-siki KpUTUYHI (Pi3HUHI
XapaKTepUCTUKHU, HAPUKIIAJ pO3MIp YaCTOK, HACUITHA TYCTUHA a00 I'yCTHHA MICIs
yCaJKH TOPOIIKIB, 11eHTU(IKaLlIsI, BOAA, Oy/ib-sIka BUMOTa II0J0 3MIHU YacTOTH
BUNPOOYBAHHS.

JlokymeHTaList

1. 3MiHU 70 BIANOBIIHUX PO3JUIIB PEECTPALIIMHOTO TOCHE.

2. llopiBHsTbHA ~ TAOMMI  IMOJIO0  3aTBEPKEHUX  Ta  3aIPOINIOHOBAHUX
crieruikariu.

3.0nuc HOBOTO aHAJITUYHOIO METOAy Ta JaHi 3 Horo Bamigamii (3a
HEOOX1THOCTI).

4. Pe3ynpTaTu aHaizy AJis ABOX MPOMHUCIIOBHUX CEepii (TPbOX MPOMHUCIIOBUX Cepiit
1151t ADI Gio0r1YHOrO MOXOMKEHHS, AKI0 He oOrpyHTOBaHO 1HIe) ADI 3a Bcima
MOKa3HUKaMH, 110 3a3HAYEH1 y crienuQikarii.

5. TlopiBHsUIBHI JaHi MOAO0 NPOQII0 PO3YUHEHHS TOTOBOIO JIIKAPCHKOTO 3aco0y
JUIS. TIPUHAMMHI OJHIET JTOCTITHO-TIPOMUCIIOBIN cepii, mo MictuTh ADI 3a
3aTBEPXKEHOI0 Ta 3alpoOIlOHOBAaHOK crenudikamisiMu (3a HeoOxigHoCTi). s
POCIIMHHUX JIKAPChKUX 3aC001B MOKYTh OyTH NMPUUHATHI JaH1 010 PO3MaJaHHS.

6. OOrpyHTyBaHHsI/OIliIHKa PU3UKY BiJ BJIaCHHUKA PEECTPALIHOTO TMOCBIIYEHHS
abo BiacHuka Mactep-gaitia Ha A®DI (3a HE0OXITHOCTI), MO MIATBEPIKYE
HE3HAYHICTh 3MIHEHOT0 napamerpa abo oro 3acTapiyiicTh.

7. OOTrpyHTYBaHHS BiJ BJIACHUKA PEECTPAIIfHOTO TOCBIAYECHHS ab0 BIacHUKA
macrep-paitta Ha A®DI (32 HEOOXIMHOCTI) BBEACHHS HOBOTO METONY
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BUNPOOYBaHHS 200 JTOMYCTUMHUX MEXK, BU3HAUEHUX y cerr]ikaiisax.

b.1.0.2. 3mina y meTtogax BunpooyBanuss A®I | VYmoBu, |lokymentn, | Tun
a0o0 BUXiTHOT0 MaTepiaay/peareHry/ AKI SIKi MAIOTh | 3MiHH
NMPOMi’KHOT'0 MPOAYKTY, L0 MawTh | OyTH HaAaHi
BHKOPHUCTOBYIOThCS Y NIPOLeci BAPOOHMITBA oyt
ADI BUKOHAHI
a) He3HA4Hi 3MiHU y 3aTBepI:KeHux MeTonax | 1,2, 3,4 1,2 IA
BUIIPOOYBAHHS
0) BIJIy4YeHHSI MeTOY BUIIPOOYBAHHS /Il 7 1 1A
A®DI ado BuxigHOro Marepiajy/pearenry/
MPOMI’KHOTI'0 NPOAYKTY, KO
AJIbTEPHATUBHUI METO/ BiKe
3aTBePHAKeHHH
B) iHIIi 3MiHU B MeTOaX BUIIPOOYBAHHS 1,2,3,5, 1,2 IA
(BKJII0OYA104H 3aMiHYy 200 JONIOBHEHHS) 6

JJIS1 pearexHTy, 10 He CIIPUYUHSAE
iCTOTHOrO0 BILIMBY Ha sIKicTb ADI

r) CyTTEBA 3MiHA y OiosiorivHoMy/ I
iIMyHOJIOTTYHOMY/IMYHOXIMIi4-HOMY MeTOI
BUIIPOOYBaHHSA 200 METO/i, Y AKOMY
BUKOPHCTOBYETHCS 0i0JIOTIYHMIA peareHT
s oiooriunoro A®I, ad6o ix 3amina

r) iHIi 3MiHK Y MeTOAaX BUNIPOOYBAaHHA 1,2 Ib
(BKJIIOYAK04YH 3aMiHY 200 JOIMOBHEHHS)
A®I 260 BUXITHOTO/TIPOMIKHOT O

MPOAYKTY

YmoBHu

1. HocmimkeHnus 3 Bamigaiii, ski OyJIM MpoOBEICHI BIAMOBIIHO 0 YHWHHHUX
dapmakoneiinnx BuMor abo KepiBHUX TPUHIUIB 3 Bajigamii aHATITHYHUAX
METOAMK (YMHHE BUAAHHS) Ta MIATBEPKYIOTh, IO PE3YIbTATH aHAI3y, OTpUMaH1
3a 3aTBEP/IPKEHOIO Ta 3aIPOMOHOBAHOI0 METOUKAMH, 1ICHTUYHI.

2. He BinOysocs >KOIHUX 3MiH MEX 3arajJbHOrO0 BMICTY JOMIIIOK, HE BHSBJICHO
HOBUX HEKBaJI1(PiKOBAHUX JIOMIIIIOK.

3. Metonu BunpoOyBaHb 3aJUIIWINCA HE3MIHHUMU (HANpUKIajd, 3MIHWIACh
JOBKMHA KOJIOHKH a00 TeMIiepaTypa MPOBEACHHS aHalli3y, ajle TUIl KOJOHKHU abo
METOAMKY HE 3MIHEHO).

4. HoBuii Metron  BUNpPOOyBaHb HE  HAJICKHUTh 0  OloJOTIYHUX/
IMyHOO10JIOTIYHUX/IMYHOXIMIYHUX ~ METOJIB ab0  MeToay, TIpU  SKOMY
BUKOPUCTOBYEThCS Ol0JIOTIYHUN peareHT i aHamizy A®DI 6ionoriyHoro
MOXO/KEHHS (32 BHUHATKOM CTaHAAPTHUX (papMakonmeilHUX MiKpOO1OJOTIHHUX
METO/IIB).
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5. bynp-skuii HOBUH MeTOJ BUIPOOYBAaHHS HE HAJICKHTh JI0 HOBOTO
HECTAH/JAPTHOTO METOaYy a0 CTaHJAPTHOTO METOJY, 110 BHKOPHUCTOBYETHCS Y
HOBHH CII0C10.

6. ADI He € aKTUBHOIO PEUOBHHOIO O10JIOTTYHOTO/IMYHOJIOTTYHOTO TTOXOIKEHHS.

7. IcHye 3aTBEepHKEHUI METOJT BUTIPOOYBAHHS /IS TTOKa3HUKA crienundikaiii, 1 me
METO/]I HE 3aTBEPKCHHI MMPH BHECEHHI 3MIHM TUTTY [A.

JlokymeHTALliSA

1. 3MiHM [0 BIANOBIAHUX PO3MUTIB PEECTPALIMHOTO JOCHE, BKIIOYAIOYM OIHC
METO/IIB KOHTPOJIIO, 3BIT MIPO JaHi 3 BajJigamii, MepEeryIsTHyTI AOMyCTHUMI MEXI1 IS
JOMIIIOK (32 HEOOX1THOCTI).

2. IlopiBHanbHi JaHl 3 Bamijgamii abo, SKIIO OOIPYHTOBAHO, MOPIBHSUIbHI
pe3ynbTaTH aHamizy, AKl MATBEPIXKYIOTh, 110 3aTBEpKEHA Ta 3alpPOIOHOBAHA
METOJMKH BHUMNPOOYBaHHS — iAeHTHYHI. L[ BHMOra He CTOCY€TbCS BHUIAIKY
JI0J1aBaHHSI HOBO1 METOJIUKU BUIPOOYBAHHSI.

Bb.1.B) Cucrema KoHTeiiHep/3aKyNIOPHOBAJILHUA 3aCi0

b.1.B.1. 3mina y 0e3mocepeaHiii ynakosui YmoBu, | Jlokymentu, | Tun
ADI AKI fIKi MAIOTh | 3MiHH
MAalOTh OyTH HaaaHi
oyTH
BHKOHAaHI
a) sAikicHi Ta/a00 KiJbKICHI 3MIHM CKJIAXy 1,2,3 1,2,3,4,6 1A

0) sikicHi Ta/a00 KiJIbKiCHI 3MiHU CKJIaqy 1|
JJIS1 CTEPUJIBHUX TA HE3aMOPOKEHUX
AKTUBHMX PEYOBHMH 0i0JI0TTYHOTrO/
iMYHOJIOTTYHOI0 TOXOAKCHHHA

B) piakux AP®I (HecTepuJIbLHMX) 1,2,3,5,6 Ib

YmoBHu

1. 3anmponoHOBaHMW  MaKyBaJbHUN MarTepial Mae OyTH  1ACHTUYHHUM
3aTBEPAKEHOMY 32 BIJIMOBIAHUMH MMOKa3HUKAMH SIKOCTI.

2. JlochimkeHHst cTabUIBHOCTI pO3MOYaTo BiAMOBIAHO 10 KepiBHUX TPHUHIIUIMIB
€MA moao BunpoOyBaHHs cTaOUTLHOCTI (YMHHE BHaaHHs) abo HactanoB CT-H
MO3YV 42-3.3:2004 ta CT-H MO3YVY 42-8.2:2013 npuHaiimMHi Jy1sl TBOX JOCIIITHO-
NpOMUCIOBUX a00 mnpomucioBux cepii A®I, 1 Ha MOMEHT BHIYCKY Y
PO3IOPSIKEHH] 3asBHUKA OYyJIM 3aJI0BUIBHI JIaHI I0JI0 CTaOUIBHOCTI MPUHANMHI
3a Tpu wMicami. OJHAK SKIIO 3alpoNOHOBAaHA yMaKOBKAa OUIBII CTIMKa, HIK
3aTBEp)KEHa, JaHl 00 CTaOUIBHOCTI 3a TPU MICAI IIIE€ MOXYTb OyTH
HenoctynHi. [Ipy nboMy MaroTh OyTH HaJaHl TapaHTii, M0 JOCTIKEHHS OyIyTh
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3aBepIIeH] 1 0/ipa3y MiCys 3aBepIlIeHs JOCHIIKeHb JaHl OyayTh HajaHi B LleHTp y
pasi HeBIAMOBIAHOCTI cnenudikariisiM ad0o HasBHOI KMOBIPHOCTI HEBIIMOBIIHOCTI
cnenudikaiiisM  HAOPUKIHII  TEPMIHY  HOPUAATHOCTI/TIEPIOAYy  MOBTOPHOTO
BUNPOOYBaHHS (13 3aPOINOHOBAHUMHU 3aX0aMU).

3. He crocyerscs crepmibHux A®I, pinkux A®I Ta aKkTUBHUX pPEUYOBHH
010JI0T1YHOTO/IMYHOJIOTTYHOTO MTOXOHKCHHS.

JlokymeHTALliSA

1. 3mMiHU 70 BIATIOBITHUX PO3JUIIB PEECTPAIMHOTO TOCKE.

2. BigmoBimHi AaHi 100 HOBOI YIMAKOBKH (HAMPWKIAA MOPIBHSUIBHI JIaHI TIPO
MPOHUKHICTh, Hampukia, a1 Oz, CO,, BONOrM), BKIIOYAKOYH ITATBEPIKCHHS
TOTO, 110 MaKyBaJIbHUN MaTepiasl BiANOBIJA€ YHHHUM (DapMaKONEeHHUM BUMOTaM
10/1I0 TTaKYBAJIBHUX MaTepiaiiB abo 3akoHoAaBCcTBY €C 11010 O€3MeKu B3aeMOIT
MJJACTUKOBUX MaKyBAJIBHUX MaTepiaiB Ta YIAKOBOK 3 XapYOBUMHU MPOTYKTAMH.

3. IlixTBepKeHHS BiACYTHOCTI Oyab-skoi B3aemosii Mixk API Ta makyBagIbHUM
MaTtepiajioM (HampuKIIaJ BiJACYTHE MEPEHECEHHS KOMIIOHEHTIB 3allpOIIOHOBAHOTO
nakyBajapbHOro Marepiay a0 A®I Ta Hemae XKOOHUX BTpaT KOMIIOHEHTIB
YIOAKOBKH), BKJIIOYAIOYM MIATBEPKEHHS TOro, IO MaKyBaJIbHUI Marepial
BIJIIOBIJIA€ YUHHUM (papMakONEHHUM BUMOraM IIOAO MaKyBaJbHUX MaTeplaiiB
abo 3akoHOomaBcTBY €C miomo Oe3neku B3aeMO/Ili TIACTUKOBUX MaKyBaJIbHUX
MaTepiaiiB Ta YIaKOBOK 3 XapUOBUMU IMPOTYKTAMHU.

4. IligTBEepaKE€HHA BiJ BJIACHHKA PEECTPALIMHOIO IMOCBIIYEHHS a00 BIIACHMKA
Mactep-(aitia Ha A®DI (3a HEOOXITHOCTI), IO JOCIIIKEHHS CTa0lIbHOCTI
po3nouaro BiAnmoBigHO 10 KepiBHux mnpuHiunie €MA mono BUNPOOyBaHHS
ctabuibHOCTI (unHHE BUaaHHs) abo HactaHoB CT-H MO3YVY 42-3.3:2004 ta CT-H
MO3YVY 42-8.2:2013 (i3 3a3Hau€HHAM KIJIBKOCTI Ta HOMepiB cepiii ADI), a Takox
MIATBEPKEHHS (32 HEOOXITHOCTI), 1[0 HA MOMEHT BHECEHHSI 3MiH 3asBHHKOM
OyJs0 HagaHO HEOOXITHUM MIHIMYM JaHMX ITOJ0 CTaOLTLHOCTI Ta HasIBHI JIaHI HE
BKa3yloTh Ha Oynab-Ky MpoOjemMy, MOB’si3aHy 31 cTaluipHICTIO. MatoTh OyTu
HaJIaHl TapaHTii, 10 JOCHIKCHHS OyAyTh 3aBEpIIeH] 1 0Apa3y MiCis 3aBEPIICHHS
JOCITIKeHb J1aHl OynyTh HajaH1 B LleHTp y pa3i HEeBIAMOBIIHOCTI crienudikaiisam
ab0 HasBHOI MMOBIPHOCTI HEBIAMOBIIHOCTI crieM(DiKallisiM HAMPUKIHII TEPMIHY
NPUAATHOCTI/TIEPIOAY  MOBTOPHOTO  BHUNPOOYBaHHS (13  3alpPONOHOBAHUMHU
3aX0JIaMH).

5. Pe3synpTatu AOCIIKEHHS CTaOLIBHOCTI, MpoBeaeHoro 3rimHo 3 KepiBHumu
npuHimnamMmu €MA o0 BUNpPoOyBaHHsS CTaOUIBHOCTI (YMHHE BHUAAHHS) abo
HactanoBamu CT-H MO3YVY 42-3.3:2004 ta CT-H MO3Y 42-8.2:2013 3a
BIIMOBIIHUMH TMapaMeTpaMu MPUHAWMHI ISl BOX JIOCITHO-TIPOMHCIIOBUX a00
npomMuciaoBux cepii A®I 13 3a70BUIBHIMHU TMOKa3HUKAMH IIOAO CTAOiILHOCTI
npuHaiMHI 3a Tpu Micsmi. [lpu 1mpomy MaroTh OyTHM HagaHi rapastii, IO
JOCTIKEeHHsT OyayTh 3aBepIleHi 1 oJpa3y Micli 3aBepUICHHS JOCHTIKEHb JaHl
Oynyte Hamani B lleHTp y pasi HeBiAMOBIMHOCTI crenudikaiisM abo HasBHOI
HMOBIPHOCTI HEBIAIIOBITHOCTI crienudikarisam HaIPUKIHII TEPMIHY
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MPUIATHOCTI/TIEPIOy  MOBTOPHOTO  BUIPOOYBaHHS

3aX0JIaMH).

(13

3aIlIPpOIIOHOBAHUMU

6. IlopiBHsIbHA TAOIUIIT BUMOT 3aTBEPPKEHOI Ta 3alIPOTIOHOBAHO1 crieIudiKaliiif

(3a HEOOX1THOCTI).

b.1.B.2. 3minu mapameTpiB cnenugikamii YmoBu, | loxymentn,| Tun
Ta/a00 JOMYyCTUMHUX MEXK, 3a3HAYEHUX Y AKiI SIKi MAalOTh | 3MiHU
cnenudikanisix, 1 0e3nocepeIHbOl MaTh | OyTH HajJaHi
ynaxkoBku ADI oyTH
BHKOHAaHI
a) 3BY’KE€HHS JOIYCTUMMX MEXK, 3a3HAYEHHUX
y cnenudikamisix 1,234 L2 1A
0) nonoBHeHHs cnenu@ikanii HOBUM
NMOKA3HUKOM Ta BiIIOBIAHUM METOI0M 125 123456 1A
BUIIPOOYBAHHSA
B) BWIYYEHHS HE3HAYHOTI'0 MOKA3HUKA 1.2 12,5 IA
cnenudikanii (HANMPUKJIAL, 32CTAPLIOr0
MOKA3HUKA)
r) A0NOBHEHHs 200 3aMiHA MOKA3HUKA 123 4 6 1B
cnenudikaii 3a pesyJbraTaMu
JAOCJTIKeHb 3 0e3neKku 200 AKOCTI

YmoBHu

1. 3miHa He OOyMOBJIEHA MOMEPEIHBOID EKCIEPTU30I0, IO 31HCHIOBANIACH IS
neperisay MoKa3HUKIB, 3a3HaYEHUX Yy crienudikaiii (Hanpukiaa mpoBeAEHOO M
4yac eKCIEePTU3M PEeCTpalliiHuX MaTepialliB IpH peecTpallii ado BHECEHH1 3MiH
tunty 1), skmo paxime BoHa Oyna po3rJsHYTa 1 3aTBEpPKeHa SK YacTUHA
MOCJIIJIOBHUX 3MiH.

2. 3MiHa He O0OyMOBJIeHa HemepeAdaueHUMU OOCTaBUHAMM, 110 BUHHUKIU B
npoleci BUpOOHUIITBA MaKyBaJbHOTO MaTepiairy abo 30epiranus A®I.

3. bynp-ski 3MiHM HE TMOBHMHHI BHUXOJWUTU 3a JOMYCTHUMI MEXI 3aTBEpPKEHOT
cnenudikarii.
4. Metoaun BumpoOyBaHb 3aJUIIMIMCS HE3MIHHUMH ab0 Taki 3MIHH €
HE3HAYHUMHU.

5. HoBuii meton BunpoOyBaHHS HE HAJCKHUTh 10 HECTAHAAPTHOTO METOAY abo
CTaHJapTHOTO METOJY, 1110 BUKOPUCTOBYETHCS Y HOBUH CIOCIO0.

JlokymeHTaList

1. 3MiHM 10 BIAMOBITHUX PO3ILTIB PEECTPAIIIHHOTO JIOCHE.
2. TlopiBHsbHA TAOIUIISE BUMOT 3aTBEP/PKEHOI Ta 3alPOIIOHOBAHOI crieudikaIriii.

3. Omnmc HOBOro MeToay BUIpoOyBaHHS Ta JaHi 3 Horo Bamijamii (3a
HEOOX1THOCTI).
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4. PesympraT aHamizy IS JBOX CEpili IMEPBUHHOI YIAKOBKHM 3a BCiMa
MOKa3HUKaMHU, 3a3HAYCHUMHU y crierudikarrii.

5. OOrpyHTyBaHHS/OIlIHKa PHU3UKY, SKIIO HEOOX1JHO, BiJ  BJIACHUKA
peecTpariitHoro MocBigUeHHs a00 BIacHUKa MacTep-daitna Ha ADI, mo napametp
y Tpoiieci BUpOOHUIITBA HE € CYTTEBUM ab0 € 3acTapuinM (3a HEOOX1THOCTI).

6. OOrpyHTYBaHHS, SKIIO HEOOX1THO, BiJl BJIACHUKA PEECTPAIIHOTO TTOCBITICHHS
abo BmacHmka Mactep-gaiina Ha ADI HOBUX MOKA3HUKIB SKOCTI Ta JAOMYCTUMHUX
MEX, 3a3HAUYCHUX Y CHeru(iKkarii.

b.1.B.3. 3mina B MeTO1axX BUNIPOOYBAHHS YMmoBu, | Jlokymentu, | Tum
0e3nocepeanboi ynakoBku A®I K SIKi MAKOTh | 3MiHHU
MAalOTh OyTH HagaHi
oyt
BMKOHAHI
a) He3HAYHi 3MIiHM y 3aTBEePIAKEHUX METOAaX 1,2,3 1,2 IA
BUIIPOOYBaHHSA
0) iHIIi 3MiHM B MeTO1aX BUNIPOOYBAHHS 1,3,4 1,2 IA
(BKJII0YAK04H 3aMiHY 200 JONMOBHEHHS)
B) BWIYYEHHS MeTO1y BUIIPOOYBaHHS, 5 1 TIA
SIKILO aJIbTEPHATHBHUIT METO/ BiKe
3aTBEPAKEHO
YMoBH

1. BiamoBigHi mociimkeHHS 3 Bamigarlii, ski OyJaud MPOBEICHI BIAMOBIAHO 0
YUHHUX (QapmakoneiiHux BuMor abo KepiBHUX mnpuHLMIIB 3  Bajigarii
aHAMITUYHUX METOAMK (YMHHE BHJIaHHA), Ta PE3yNbTaTH MHiATBEPIXKYIOTb, IIO
3aTBEp)KEHA Ta 3aMpONOHOBAHA METOIMKHU — 1JICHTUYHI.

2. Metoau BuUNpOOYBaHb 3AJIMUILMIUCA HE3MIHHMMHU (HANpUKIAL 3MIHUAJIACH
JOBKMHA KOJIOHKU a00 TeMIiepaTypa IPOBEIEHHS aHaJl3y, aje THUIl KOJIOHKH abo
METOAMKY HE 3MIHEHO).

3. HoBuii meTo BUIpOOYBaHHS HE HAJIEKHUTH 10 HOBOTO HECTAHIAPTHOTO METOTY
ab0 CTaHJAPTHOTO METOY, III0 BUKOPHUCTOBYETHCS Y HOBUH CITOCIO0.

4. A®I He € aKTUBHOIO PEYOBHHOIO O10JI0TTYHOT0/IMYHOJIOTTYHOTO MOXOIKEHHSI.

5. Icnye 3aTBepmKeHU METO BUIIPOOYBaHHS JJI MOKa3HUKA crienudikaiiii, 1 men
METO/]I He 3aTBEPKEHO IPU BHECEHH1 3MiH Tuny [A.

JlokymeHTALliSA

1. 3MiHU 70 BIAMOBIAHUX PO3AUIIB PEECTPAIIMHOTO JOChE, SIKI BKIIFOYAIOTh OIKC
METO/y BUIIPOOYBaHHS Ta 3BIT PO JaHi 3 BaJiJallli.

2. llopiBHsanbHI ngaHi 3 Bamigamii abo, SKIIO OOIPYHTOBAHO, IOPIBHSIBHI

pe3yJbTaTH aHaJITUYHUX BUIPOOYBaHb, SKi

M1TBEP/KYIOTh

1II€HTUYHICTH

pC?)yJ'II)TaTiB, OTpHMMAHHUX 34 3aTBCPKCHHMM Ta HOBHUM MCTOJaMHU. HC HE
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CTOCYETBHCA BI/IHaI[KiB A0JaBaHHA HOBOT'O MCTOAY BI/IHpO6YBaHH5L

Bb.L.r) CrabiibHicTh

Bb.I.r.1. 3mina nepioay moBTOPHUX
BUIIPOOyBaHb/mepioay 30epiranast 200 yMoB
30epiranns A®I (3a BiacyTHOCTI Y
3aTBePIKEHOMY J10Ch€ cepTudikaTra
BiAnoBigHOCTI €BponeiicbKii papmakonei,
10 BKJIIOYAE MepioJ MOBTOPHOTO
BUIIPOOYBaHHS)

YMoBH,
sIKi
MAaKTh
oyTH
BUKOHaHI

JJoxkymeHTH,
SIKi MaIOTh
OyTH HagaHi

Tun
3MIHH

a) nmepioa NOBTOPHOIO
BUIIPOOYBaHHs/IIepioa 30epiraHus

1. 3MeHIIeHHA

1,2,3

TIA

2. 30isb1IEHHSI TIepioxy MOBTOPHOIO
BUIIPOOYBAHHS HA OCHOBI €KCTPaNOJISIIIiL
pe3yJbTaTiB 10CHiIKeHb CTA0LIBHOCTI,
NPOBeIeHUX He Y BiAMOBIIHOCTI 10
KepiBaux npunnunise €EMA moxo
BUIIPOOYBaHHS CTA0LILHOCTI (UMHHE
BujganHs) a00 Hacranos CT-H MO3Y 42-
3.3:2004 ta CT-H MO3Y 42-8.2:2013 *

IT

3. 30inb1IeHHS nepioay 30epiraHHs
AKTHBHOI PEYOBUHH
0i0J10TiYHOr0/iMyHOJIOTIYHOT O
MOXO/I>KEHHSI HA OCHOBI pe3yJIbTaTiB
JAOCJIiI’KeHb, BAKOHAHUX HE Yy
BIIMOBITHOCTI /10 3aTBEP/I:KEHOT0
MPOTOKOJIY

II

4. 30inb1IeHHS 200 BBEJICHHA Mepioay
NMOBTOPHOI0 BUIIPOOYBaHHsA/TIepioxy
30epiraHHsl HA OCHOBI pe3yJIbTATIB
HOCJTIIKEHb Y peajibHOMY 4aci

1,2,3

Ib

0) yMOBH 30epiranus

1. BinbI :K0pPCTKi YMOBH 30epiranus

1,2,3

TIA

2. 3miHa yMOB 30epiraHHsi aKTUBHOI
pe4OBMHHM 0I10JIOTIYHOr0/iMyHOJIOTIYHOTO
MOXOMKECHHS, AKIIO T0CIIKEHHS
CTA0UILHOCTI 1Ie He MPOBOAWJINCH
BIIMOBI/THO /10 3aTBEP/I>KEHOT0 POTOKOJIY

3. 3mina ymoB 30epiranns A®I

1,2,3

Ib

B) 3MiHa y 3aTBeP/I:KEHOMY IPOTOKOJIi
cTadlJIbHOCTI

1,2

1,4

IA

YmoBHu
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1. 3miHa He o0OyMOBIEHa HemependayeHUMH OOCTaBUHAMU Yy Ipolieci
BUPOOHUIITBA 200 MpobIeMaMu 11010 CTa01ILHOCTI.

2. 3MIHM HE€ CTOCYIOTBCSI PO3IIMPEHHS KPUTEPIiB MPUUHIATHOCTI y MapameTpax
BUNPOOYBAaHHS, BUJIYYCHHS I1apaMeTpiB II0J0 BHUBUCHHS CTallIbHOCTI abo
3MEHIIICHHS YaCTOTH BUTIPOOYBaHHSI.

JlokymeHTALliSA

1. 3MiHM 70 BIANOBIAHHUX PO3IUTB PEECTPAIIITHOTO JOChE€ MOBHHHI MICTUTH
pe3yabTaTH JOCHIKEHb CTaOUIbHOCTI, MPEACTABIECHI y pealbHOMY dYaci 1
npoBeieHl BianoBinHo a0 KepiBHux npuHmmmnie €MA mono BUNpoOyBaHHS
cTabuibHOCTI (unHHE BUAaHHs) abo HactaHoB CT-H MO3YV 42-3.3:2004 ta CT-H
MO3Y 42-8.2:2013, npunaiimMHi ajig 1BOX (TpbOX — HJisi JKApChKUX 3ac00iB
010JIOTIYHOTO TOXOKEHHS) JIOCIIIHO-ITPOMUCIOBUX a00 MPOMUCIOBUX Cepiid
A®I y 3arBep/keHId yHakoBIl 3 BIAMOBAHMM TIEPIOJIOM TMOBTOPHOTO
BUNPOOYBAaHHS Y BUSHAYEHUX YMOBaX 30€piraHHs.

2. IlinTBepKeHHS, IO JOCHTIDKCHHS CTaOlIbHOCTI BUKOHAHI BIJIMOBIIHO [0
3aTBEPAKEHOTO MPOTOKOMY. J[oCHiKeHHS MOBUHHI MiATBEPIUTH BIAMOBIIHICTH
crenudikariiu.

3. Komii 3aTBepmxenux cnenudikamiii Ha ADI.

4. OOrpyHTYBaHHS 3alIPOINIOHOBAHUX 3MiH.

* Tlepion MOBTOPHOTO BUMPOOYBAHHS HE 3aCTOCOBYETHCS /10 AKTUBHOI PEYOBUHU
010710T1YHOT0/IMYHOJIOTIYHOTO MOXOIXKEHHSI.

Bb.1.r) IlpoexTHUMII mpoCTip Ta micJApeecTpaliiHui MPOTOKOJ yIIPABJIiHHA
3MiHAMU

YmoBu, | loxkymentu,| Tun
b.I.r.1. BBeieHHSI HOBOTO NMPOEKTHOI0 aKi SKi MAIOTL | 3MiHH

NMPoCTOpPY 200 PO3LIMPEHHS 3aTBEP/IKEHOT0 MaOTh | OyTH HajaHi
g API mono: oyTH

BUKOHAHI

a) OJIHOT0 eJIeMEHTA BUPOOHUYOI0 MpoIecy 1,2,3 1
A®I, BKIIOYAI0YM KOHTPOJIb y MPOLECi
BUPOOHHMITBA Ta/a00 MeTOAN
BHNIPOOYBAHHS

0) MeTo1iB BUNIPOOYBaHb JJIs1 BUXiTHHUX 1,2, 3 1|
MaTtepiaJiB/peareHTiB/IPOMIKHHMX
npoaykriB Ta/a60 ADI

JlokymMeHTanist

1. ITpoexTHuit TipocTip OYB pO3p0OJICHHI BIAMOBIIHO JO HAYKOBUX KEPIBHMIITB.
PesynbraT AOCHIPKEHb PO3pOOKM Mpernapary, BUPOOHWUYOrO Ipoiecy abdo
METOJIIB BUIPOOYBaHb (HANPHUKIAJL HEOOXIJHO BHUBUMTH B3aEMOJIII0 PI3HUX
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napaMeTpiB, 10 (QOPMYIOTh NPOSKTHUM MPOCTIP, BKIIOYAKOYHU JOCHIKCHHS
OI[IHKM PHU3MKYy Ta 0araTOMIpHI JOCTIKEHHS, SKIIO HEOOXI1JTHO), sKi
JIEMOHCTPYIOTh, IO (YHKI[IOHAJbHA B3a€MOJIiS BIACTHUBOCTEH MaTepialy Ta
napaMeTpiB MpoIecy, sIKi MOKYTh BIUTUBATH Ha KPUTHYHI XapaKTEPUCTUKHU SKOCTI
A®I, 6yna nocsrayTa.

2. Onmc mpoekTHOro mpocTopy y (opmi Tabnwil, BKIIOYAIOYH 3MiHHI
(BmacTMBOCTI Marepialy Ta MapaMeTpu MpoIeCy, SKIIO HEOOXiAHO) Ta ixX

3aIpONOHOBAHI JIIalTa30HM.

3. 3MiHM 710 BIAMOBIAHUX PO3/LIIB PEECTPALIMHOTO TOCKE.

b.1.r.2. 3minm y micaspeecrpaniiHoMy YmoBu, | Jlokymentu, | Tun
MPOTOKOJIi ynpasJaiHHs 3MiHaMu s ADI K SIKi MAKlOTh | 3MiHH
MAalOTh OyTH HagaHi
oyt
BHKOHAaHI
1,2,3 1
JlokymMeHTaList
1. leTanbHUi ONKC 3aPONOHOBAHOL 3MIHHU.
2. IIpoTokon ynpapninas 3MiHamu 17151 ADI.
3. 3miHa 10 B1ANMOBIIHOTO(MX) po3ALTY(1B) HOCHE.
b.1.1.3. BuiyuyeHHsi 3aTBep/IsKeHOT0 YMmoBu, | JlokymentH, | Tum
NMPOTOKOJIy YIPABJIHHA 3MiHamu 17151 ADI AKI SIKi MAalOTh | 3MiHU
MalwTh | OyTH HajJaHIi
oyt
BUKOHAHI
1 1,2 TAun

YmoBHu

ButydenHst 3aTBEpKEHOTO TMPOTOKOJY yOpaBmiHHS 3MmiHamu gt APl He
0OyMOBJICHO HerepeadaueHnMu 0OCTaBUHAMU a00 HE MPU3BOAMTH JI0 BUXOIY 32
Mex1 crernudikamiii Mpu BHOPOBAHKEHHI OMUCAHOI Y TPOTOKOJI 3MIHH Ta HE

BIJIMBAE HA BXKE 3aTBEPJKEHY 1HPOPMAITiF0, IO MICTUTHCS Y TOCHE.

JlokymeHTaList

1. OOrpyHTYyBaHHS 3alpPOMOHOBAHOTO BUITYUCHHS.

2. 3MiHHU 70 BIANOBIAHOTO(MX) pO3/aiTy(iB) TOCHE.

b.1.1.4 3minu 10 3aTBEPAXKEHOT0 POTOKOIY YmoBu, | Jlokymentu, | Tun
yIPpaBJIiHHSA 3MiHAMHA AKI SIKi MAIOTh | 3MIHH
MAalOTh OyTH HaaHi
oyTH
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BUKOHAHI

a) CYTTEBI 3MiHHU 10 32aTBEP/I2KEHOT0

. . 1
NPOTOKOJIY YNPABJIiHHS 3MiHAMH

0) He3HAYHI 3MiHM /10 3aTBEPAKEHOT0
MPOTOKOJIY YNIPABJIHHA 3MiHAMMU, AKi He
3MIHIOKOTH CTPATerilo, 10 BU3HAYEHA Y
NPOTOKOJII

JlokymeHTALlISA

3asBa mpo Te, 1O Oyab-siKa 3MiHA T[IOBMHHA TMepedyBaTH Yy Jdiama3oHi
3aTBEP/KEHUX MEX. 3asiBa MPO Te, IO OIIHKA MOPIBHIHHOCTI HE BUMAraeThCs JIJIs
010JI0TTYHUX/IMYHOJIOTTYHUX JIIKAPCHKUX 3aCO01B.

b.1.1.5. BupoBaa:keHHs1 3MiH, 0 nepexdavedi | YMmoBu, | lokymenTn, | Tun

Y 3aTBepPAKEHOMY MPOTOKOJIi YIIPABJIiHHSA AKIi SIKi MAKOTh | 3MiHH
3MiHAMHU MaloTh OyTH HaaaHi
oyTH
BHKOHAHI

a) BIPOBA/I’KEHHSI 3MiHU He BUMArae

. 1 1,2,4 TAun
KOAHMX 10JATKOBHUX CYNIPOBIAHUX JaHUX

0) BOPOBA/I’)KEHHSI 3MiHU BUMATae

. 1,2,3,4 Ib
AOJATKOBHUX JOMOMIiKHUX JAHUX

B) BIIPOBA/I’K€HHS 3MIiHM /I
0i0J10TiYHOr0/iMyHOJIOTIYHOT O 1,2,3,4,5 Ib
JIIKAPCHKOI0 3ac00y

YmoBHu

3anpornoHoBaHa 3MiHa TMPOBOJMIACS y TIOBHIN BIAMOBIIHOCTI IO 3aTBEPKEHOTO
MPOTOKOJTY YIPABIIIHHS 3MIHAMH.

JlokymMeHTALliS

1. [TocunanHs Ha 3aTBEPIXKCHHI MPOTOKOJI YIIPABIIIHHS 3MIHAMHU.

2. 3asBa mpo Te, O 3MiHA BIANOBIAAE 3aTBEPIKEHOMY MPOTOKOIY YIpPaBIiHHS
3MiHaMHU, 1 10 pe3yJbTaTH JOCIIKEHHS BIANOBIIAI0Th KPUTEPISIM MPUHHATHOCTI,
3a3HAYEHUMHU Yy TMPOTOKOJI. 3asBa MNpo Te, IO OILIHKA TIOPIBHAHHOCTI He
BUMAraeThes JUisi 01070TTYHUX/IMyHOJIOTTYHUX JIIKAPCHKUX 3aC001B.

3. PesynpTaT JOCHIAKEHB, IO TMPOBOJATHCS 3TIIHO 13  3aTBEPIKCHUM
MPOTOKOJIOM YIPABIIHHS 3MIHAMH.

4. 3miHa 70 BIANOBITHOTO(MX) po3aUTy(iB) TOCHE.

5. Komis 3aTBepmkennx cnernudikaiii Ha ADI.

B.II. TOTOBUM JIKAPCHKHUM 3ACIB
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b.I1.a) Onuc Ta ckaaa

b.I1.a.1. 3miHa a00 1oAaBaHHS ITAMIIIB, YMmoBu, | Jlokymentu, | Tumn
NMOTOBIIEHb 200 IHIIMX MAPKYBaHb, AKI SIKi MAIOTh | 3MiHH
YKJIIOYAaK04M 3aMiHy a00 qonaBanHs ¢papo MaKTh | OyTH HajgaHi
JJI1 MAPKYBaHHS JIIKAPCHKOI0 3ac00y oyt
BHKOHaHI
a) 3MiHH IITAMIIiB, MOTOBIIEHb 200 iHIIMX 1,2,3,4 1,2 | .\
MapKYBaHb
0) 3MiHM PHCKHU, IPU3HAYEHOT 1JIsI 1,23 Ib
PO3aiJIeHHs1 TA0JIETKH HA PiBHI 1031

YmoBHu

1. Cneuudikamii mpy BHUIYCKY 1 HAMpPHUKIHII TEPMIHY TPHUAATHOCTI TOTOBOTO
JIKapChKOTro 3aco0y HE 3MIHWIMCA (KPIM 30BHIIIHBOTO BUTIISLY ).

2. bynb-ska ¢apba mnNOBMHHA BIAMNOBIZATH BHUMOram 10 (apMaleBTUYHOT

MPOAYKIIIi.

3. Pucku He npu3HA4YeHO U1l pO3A1JIEHHS Ha PIBHI A03H.

4. Bynp-siki MapKyBaHHS Ha JIKapChbKOMYy 3acoOl, IO 3aCTOCOBYIOTHCS JUJIsl
MO3HAYEHHS PI3HO1 CWIIM [I1i, HE TOBUHH1 OyTH BUJAJIEHI.

JlokymMeHTALliS

1. 3MiHU 10 BIATIOBIIHUX PO3JAUIIB PEECTPALIIMHOTO JOChE, BKIIOYAIOYH JICTaIbHE
300pakeHHs a00 OIMKC 3aTBEP/PKEHOTO Ta 3alPOTIOHOBAHOTO BUTJISIAY JIKAPCHKOTO
3aco0y, a TakoX OHOBJICHY KOPOTKY XapaKTEPHUCTHUKY JIKapChKoro 3acoly (3a
HEOOX1THOCTI).

2. 3pa3ku roToOBOI0 JIKapChKOTO 3aco0y (3a moTpedn).

3. Pesynbratu (hapmMakonerlHux BUIPOOYBaHb, IO MiATBEPIXKYIOTh BIANOBIIHICTb
XapaKTEPUCTUK/TIPABUIILHOTO J1I03YBAHHS JIIKAPCHKOTO 3aC00Yy.

b.I1.a.2. 3mina ¢gopmu a6o po3mipis YMmoBu, | JlokymenTu, | Tun
Jikapcbkoi popmu AKI SIKi MAKlOTh | 3MiHU
MAalOTh OyTH HaxaHi
oyt
BMKOHAaHI
a) TalJIeTKH 3 Heranmﬂw BI/IBIJII)I-.I"BHHHM, 1.2.3.4 1.4 TAu
KaIcyJu, Cyno3uTopii Ta necapii
0) Jikapcbki popmmu, cTiiki 10 il
) JiKkapcLKi popmu, 10 1 1,2,3,4,5 | IB

HIJIYHKOBOTI'0 COKY, JiiKapcbKi ¢gopmu 3
MOAU(IKOBAHUM BUBIJIbHEHHSIM 200
MPOJIOHTOBAHOI il Ta XijJiMMi Ta0JIeTKH,
NPU3HAYEHi VIS PO3AiJIeHHs1 HA PiBHI 103H
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B) 10IaBAHHSI HOBOT0 HAOOPY ISl I
painodapManeBTHYHOI0 Mpenapary 3
IHIIUM 00'€eMOM HANIOBHEHHS

YmoBHU

1. TlopiBHsHHS mTPOQUTIB PO3YMHEHHS JIKAPCHKOrO 3aco0y 3 HOBUMH Ta
3aTBep/KeHUMHU (hopmoro abo po3Mmipamu (3a HeoOXimHocTi). Jms pocauHHUX
JIKapChbKUX 3ac0o0iB, KOJM BUNPOOYBaHHS Ha PO3YMHEHHS HE MOXe OyTH
IpOBEJICHE, — IaHl II0JI0 PO3IaIaHHS.

2. Cneuundikariii mpu BUMYCKY Ta HANPHUKIHI TEPMIHY MPUAATHOCTI JIKaPCHKOTO
3ac00y HE 3MIHIOIOThCS (KpIM po3Mipy).

3. JSlkicHui Ta KUIBKICHMM CKJIaJ, cepeaHs maca JIKapchbKoro 3acoly
3QIMIIAIOTHCS HE3MIHHUMH.

4. 3MIHU HE CTOCYIOTHCA TaOJIETOK 3 PUCKOIO, IPU3HAYECHOIO JIJISi PO3IMOILTY Ha
PIBHI JIO3H.

JlokymMeHTaLlist

1. 3MiHM 10 BIAMOBIAHMX PO3JAUIIB PEECTPALIIMHOIO JOChE, BKIIOYAIOUH JETaTbHE
300paKE€HHSI 3aTBEPKCHUX Ta 3alpOINOHOBAaHUX (opMU ab0 po3Mipy, a TaKOK
OHOBJIEHY KOPOTKY XapaKTEpUCTUKY JIKapChKOTro 3aco0y (3a HEOOX1THOCT1).

2. IlopiBHsIBHI AaH1 JOCHTIIKEHb MIPUHAWMHI JJIsl OJTHIET AOCIIITHO-TIPOMHUCIIOBOI
cepii JKapchbKOro 3acoly, sKi MIATBEP/KYIOTh BIICYTHICTH 3MiH y mpodim
PO3YMHEHHS JUIsl HOBUX Ta 3aTBEP/KEHUX po3Mmipy abo dopmu. s pocinHHUX
JKApChKUX 3aC001B MOXYTh OyTH MPUUHITHUMH JIaHi 100 PO3MaTaHHS.

3. OOrpyHTYBaHHS BIACYTHOCTI HEOOX1THOCTI IPOBEACHHS HOBOT'O JOCIIKCHHS 3
OloekBiBasieHTHOCTI BigmoBigHO g0 KepiBaunrea €MA 3 gociipkeHHS
oioexsiBamenTHocti CPMP/QWP/EWP/1401/98 Rev.1 a6o wnacranosu CT-H
MO3YVY 42-7.1:2014.

4. 3pa3ku roTOBOTO JIKapChKOro 3ac00y 3 HOBUMH PO3MipoM abo ¢opmoro (3a
noTpedn).

5. Pesynbratu (hapmakorneHux BUNPOOYBaHb, IO MiATBEPKYIOTh BIAMOBIAHICTb
XapaKTEPUCTHUK/TIPABUIILHOTO I03YBaHHS JIIKAPCHKOTO 3aC00Y.

Ipumirka a0 n. b. I1.a.2.B): 11 Oyab-sSK0i 3MiHH Y CUJIi [1ii TIKapChKOTO 3ac00y MPOBOSATHCS
3MiHH, 1110 TOTPEOYIOTH HOBOT peecTparrii.

b.11.a.3. 3mina y ckiaajai (10noMizKHHX YMmoBu, | Jlokymentu, | Tun
PEYOBMHAX) FOTOBOIO JiKAPCHKOI0 3ac00y AKI SIKi MAKOTh | 3MIHHU
MaTb | OyTH HaJaaHi
oyt
BUKOHAHI
a) cMaKoBi 100aBKU 200 OapBHUKH
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S
w

1. JlonaBanHsi, BUJIIy4eHHs a00 3aMiHa 1 1,2,4,5,6 | TAu

2. 30iabp1IeHHS 200 3MEHIIICHHA 1,24 1A

0) iHIIi JONMOMIKHI pe4OBHUHHI

1. Byab-sika He3HAYHA 3MiHA KUIbKICHOTO 1,2,4,8, 1,2,7 IA
CKJIA/Ty IONOMiKHUX PEYOBHUH Yy TOTOBOMY 9,10
JiKapcbKOMY 3ac00i

2. SIkicHi 200 KiJIBLKIiCHI 3MiHM 1100 OAHI€ET 1|
a00 J1eKUIbKOX JONMOMIKHUX PEe4YOBHUH, AKIi
MOKYTh 3HAYHO BIUIMHYTH Ha 0e3IeKy,
AIKICTh 200 e(peKTHUBHICTH FOTOBOI0
JIKAPCHhKOIo0 3ac00y

3. 3miHa y JikapcbKOMY 3a¢00i 1
0i0J10TTYHOr0/IMYHOJIOTIYHOT0 NMOXOAKEHHS

4. byab-fika HOBA 10NIOMi’KHA PeYOBHHA, 1
110 BKJII0YA€ BUKOPUCTAHHSA MaTepiaiiB
JIIOACHKOro 200 TBAPMHHOI'O NOXOKEHHS,
JJIS1 IKUX BUMATra€ThbCs OLiHKA JaHMUX 3
BipycHOiI 0e3nexu 200 pu3HKy nepemadi
30yaHukiB I'E

5. 3miHa, ika MiATBEPIKY€EThCS I
IOCJIPKeHHSAMH 3 010€eKBiBaJICeHTHOCTI

6. 3amina o/1Hi€l 1OMOMIKHOT pe4YOBUHM HA 1,3,4,5, 6, Ib
iHIIy 3 THMHU caMUMH (PYHKIIOHAJTBLHUMHU 7,8,9, 10
XapaKTePUCTHKAMM Ta HA TOMY CAMOMY
pPiBHi

YmoBHu

1. He BigOynocs Oyap-skux 3MiH (YHKIIIOHATBHUX XapaKTEPUCTHK JIKAPCHKOI
dbopmu, HaNPUKJIIA]] Yacy po3MaiaHHs, MPOQ IO POZUUHECHHS.

2. byab-ike He3HauHE KOPUTYBAHHA CKJIaay AJsi 30epexeHHs 3arajbHoi Macu
MOBUHHO MPOBOJUTHCH CTOCOBHO JIOMIOMIXXHOT PEYOBHHH, 1110 CTAHOBUTH OCHOBHY
YaCTHHY CKJIaJly TOTOBOTO JIIKAPChKOIO 3aC00Y.

3. Cneuudikanii ToTOBOTO JKApChbKOro 3aco0y 3MIHWIMCS TIIbKM y YaCTHHI
30BHIIIHBOIO BUTJISATy/3amaxy/cMaKy 1, 3a MOTpeOU, BHIIYYEHO MOKa3HUK SIKOCTI
1010 11eHTUdiKaIli.

4. Po3nmovaTo JOCHIIKEHHS CTaOUIHHOCTI BIAMOBIAHO 10 KepiBHUX MPUHIIUIIB
€MA mono nociipkeHHs cTabinbHOCTI (YMHHE BUAaHHsA) abo HactaHoB CT-H
MO3YV 42-3.3:2004 ta CT-H MO3YVY 42-8.2:2013 (i3 3a3Ha4€HHSIM HOMEPIB Cepiii)
JUI TIpUHAWMHI JBOX JOCTIAHO-IIPOMUCIOBHX a00 TPOMHCIOBUX Cepiil 13
3aIOBUTBHUMH PE3YJIbTaTaMH CTAOLTBHOCTI TPOTATOM TPHOX MICAIIB (HA Yac
nonanHs 3MiH Tumy [A a6o Ib), ski JeMOHCTPYIOTH MOAIOHICTH MPOPLIIO
CTaOUTBHOCTI /IO BXKE 3aTBEP/PKEHOTO. 3asBHUK TapaHTYE, IO JOCIIKCHHS
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OyyTh 3aBepIIeHI 1 0pa3y IICIIs 3aBEPIICHHS JOCIIIKEHb JaHl Oy1yTh HaJaHI B
[lentp y pa3i HEBIANMOBIAHOCTI crienudikaiisM adbo 3a HasIBHOI WMOBIPHOCTI
BIIXWJICHb Bij crienudikaiii HapUKIiHI TEPMIHY MPUIATHOCTI (3 BIAMOBIIHOIO
npono3uiiero). KpiMm Toro, 3a morpebu, mMaroTh OyTH IMPOBEIAEHI TOCITIIKCHHS
($hoTOCTa0ITLHOCTI TOTOBOTO JIIKAPCHKOTO 3aC00Y.

5. Bynp-ski HOB1 KOMIIOHEHTH ITOBUHHI BIAMOBIIaTH BCTAHOBJICHUM BHMOTaM.

6. Byab-sxkuii HOBHII KOMIOHEHT HE TMOBHMHEH IependadyaTd BUKOPUCTAHHS
MaTepiaiiB JIIOJCBKOTO a00 TBAPWHHOTO TIOXO/DKEHHS, I SKHX HeoOXigHa
OLIIHKa BIpyCHOI Oe3neku abo pu3uky nepeaaul 30ynuukis ['E.

7. 3MiHa HE BIUIMBAa€E Ha BIJMIHHOCTI MIDX JIO3YBaHHSMH Ta HE CIPUYHHSE
HEraTUBHOTO BIUIMBY Ha CMakOBY NPHUUHATHICTH nexiaTpuyHux ¢opm (3a
oTpeon).

8. Ilpodins po3uMHEHHS NPUHANMHI JABOX JOCIHIJIHO-TIPOMUCIOBUX CEpiid
3alpPONOHOBAHOIO CKJIAJy TMOPIBHSIHO 13 3aTBEPIKEHUM CKJIQJO0M JIIKAPCHKOTO
3aco0y JEMOHCTPYE BIJICYTHICTh OYIb-SIKMX BiAMIHHOCTEeH. JlJI1 pOCIMHHUX
JIKApChKUX 3ac00iB, KOJM BUIPOOYBaHHS Ha PO3UYMHEHHS HE MOXe OyTu
MIPOBENICHE, — JIaHl 1010 PO3MAaIaHHs.

9. 3MiHa He oOyMOBJIeHA MpoOieMaMH 31 CTaOUIbHICTIO Ta/ab0 HE IMOBUHHA
COPUYMHATA TMPOOJEMHU, TOB’s3aHI 3 OE3MEeK0I, TOOTO PO3XOKEHHS MIiK
JI03YBAHHSIMH.

10. Jlikapcbkuil 3aci0 HE HANEXUTh 0 IpenapariB 010JI0TTYHOTO/IMYHOJIOTTYHOTO
MOXO>KECHHS.

JlokymeHTanist

1. 3MiHM [0 BIAMOBIAHMX PO3IUIIB PEECTPAININHOTO JOCHhE (BKIIOUYAIOUUA METO]]
imeHTrdikaiii Oyab-sIKOTO HOBOTO OapBHHKA, 3a MOTPEOM), a TaKOk OHOBJICHI:
KOpPOTKa XapaKTEPUCTHKA JIKAPChKOrOo 3aco0y, IHCTPYKISA JUIsi MEIUYHOTO
3aCTOCYBaHHS Ta TEKCT MapKyBaHHS HA YIAKOBIIl (32 HEOOX1THOCTI).

2. IlinTBep KEHHS, IO MOCTIKEHHS CTaOULIBHOCTI PO3II0YaTO BIAMOBIAHO JI0
KepiBaux npuniumnie €MA 11040 JOCHIKEHHS CTaOIBHOCTI (UYMHHE BUIAHHS)
a6o HacranoB CT-H MO3VY 42-3.3:2004 ta CT-H MO3Y 42-8.2:2013 (i3
3a3HAaYCHHSIM HOMEpIB Cepiil) Ta MiATBEPKCHHS, 32 HEOOX1THOCTI, 1110 HA MOMEHT
BHECEHHS 3MIH 3asBHUKOM OyJIO HaJaHO HEOOXiAHWUN MIHIMYM JaHUX II0J0
CTaOUIBHOCTI 1 HasABHI JJaHI HE BKa3yBaju Ha OyJb-iKy IpoOseMy, MoB’g3aHy 3i
cTabiIpHICTIO. MaroTh OyTH HaJlaH1 rapaHTii, 0 JOCTIKEHHS OyAyTh 3aBepIIeH]
1 oApa3y micis 3aBEplICHHsS IOCHIKEHb JaHi OyayTh HajgaHi B LleHTp y pasi
HEBIAMOBITHOCTI crnernudikamisM abo HasABHOI HMOBIPHOCTI BIIXWJIECHb BIJ
cnenudikaii HaOPHUKIHII TEPMiHYy TpHAATHOCTI (13  3amMpONOHOBAHUMHU
3aX0/1aMHu).

3. PesynbpTatu mocmikeHHs CTabLIBHOCTI, PO3MOYaToro BianoBigHo 10 KepiBHux
npuHIUIniB €MA 1010 IOCHiKEHHsS CTaOUIBbHOCTI (YMHHE BUIAHHA) abo
macranoB CT-H MO3Y 42-3.3:2004 Ta CT-H MO3Y 42-8.2:2013, 3a
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BIIMOBITHUMHU TMapaMeTpaMu MpUHAWMHI JUIsI ABOX JIOCIIHO-TIPOMHCIIOBUX a00
npoMuciaoBux cepii A®I 13 3a70BUIBHUMHM TMOKa3HUKAMH CTaO1IbHOCTI
npuHaiMHI 3a Tpu Micami. [lpu mpomy MaroTh OyTH HajaHl TapaHTii, IO
JTOCITIDKeHHsT OyAyTh 3aBEpIeH] 1 opa3y Micis 3aBEpIICHHs TOCIIKeHb JaHl
Oynyte Hamani B lleHTp y pasi HeBiAMOBiAHOCTI crenu@ikaiisM abo HasBHOI
MMOBIPHOCTI BIIXWJIEHb BiJ crienu@ikaiiil HampuKiHII TePMiHYy MPUAATHOCTI (i3
3alpONOHOBAHUMU 3aX0JJaMH).

4. 3pa30k TOTOBOTO JIKapCHKOTO 3aC00y 3 HOBUM CKJIAJIOM (3a OTPeOw).

5. I'E-ceprudikat BiamosigHoCTI €BponeiichKil hapmakonei Ha Oy 1b-IKHil HOBUH
BUXITHUM Marepial TBapUHHOIO TMOXOKEHHS a00, AKII0 HEOOXIJHO,
JOKYMEHTaJIbHE MIATBEPKEHHS TOTO, IO BHXIAHE DKEPENo OJep>KaHHS
JOTIOMDKHOI PEYOBUHH, sIKE Mae pu3MK nepepadl 30yaHukiB ['E, momepeaHbo
OLIIHEHO YNOBHOBRXEHHMMM OpraHaMu KpaiHM-BUPOOHMKA Ta  BIJIOBIJIAE
KepiBaum BkaziBkam €MA 11010 MiHiMI3alii puU3UKy Tiepeaadi ryoyartoi
eHnedanonarii TBapuH 4Yepe3 JIKapChKi 3aco0M I JIIOJAWHU Ta BETEpUHApHI
npenapatu (2011/C 73/01) (uunne BumanHs). IH(oOpMallis MOBHHHA MICTHTH:
Ha3By BUPOOHMKA, BUJU Ta TKAaHUHU TBApUH, 3 SKUX OyJIO OJEP>KaHO BUXIIHHMA
Matepiai, Ha3By KpaiHU-IIOCTavyalbHUKA TBAPUHHOT CUPOBHHH, il BAKOPUCTAHHS.

6. [aHi, AK1 MIITBEP/KYIOTh, 10 HOBA JOMOMIKHA PEUYOBMHA HE BIUIMBAE HA
METOJM KOHTPOJIO TOTOBOTO JIIKapChKOro 3aco0y, BU3HAUeH1 y crienudikaiii (3a
noTpedn).

7. OOIpyHTYBaHHSI 3MIHH/BUOOPY JOMOMIXHUX PEYOBMH TOILO, IO Mae OyTH
HaJIaHO BIAMOBIAHO J10 (hapMaIlleBTUYHOI PO3pOOKHU (BKJIFOUAIOUM CTAOUIBHICTh Ta
AHTUMIKPOOH1 KOHCEPBAHTH, 32 HEOOX1AHOCT1).

8. Jlns TtBepmux JmiKapchkux (HOpM — TMOPIBHAIBHI JaHi [oa0 mpodisiro
PO3YMHEHHSI TPUHANMHI Il ABOX JOCJIIHO-TIPOMUCIOBUX CEPil JIIKAPChKOTO
3ac00y 3 HOBUM Ta 3aTBEPPKCHUM CKJIaoM. JIJIsi pOCTUHHUX JTIKapChKHUX 3aC001B
MOXXYTbh OyTH MPUHHATHUMH JIaH1 II0JI0 PO3TAIaHHS.

9. OOrpyHTYBaHHS BIJICYTHOCTI HEOOXITHOCTI MPOBEACHHS HOBOTO JIOCIIIPKCHHS
OloekBiBaleHTHOCTI BigmoBimHOo g0 KepiBaunrea €MA 3 gociipKeHHS
oioexsiBasientHocti CPMP/QWP/EWP/1401/98 Rev.1 a6o wnacranosu CT-H
MO3YV 42-7.1:2014 (unHHE BUIaHHS).

Bb.11.a.4. 3miHa Macu NOKPUTTS JiKAPCHKHUX YMmoBu, | Jlokymentu, | Tun
¢opMm /15 EPoOpPaIBHOrO 32CTOCYBAHHSA 200 AKI SIKi MAKOTh | 3MIHH
3MiHa MacH 000JI0HKH KarcyJI MaTh | OyTH HajaHi
oyTH
BHUKOHaHI
a) TBep/i JiKapchKi popmu 1J1s 1,2,3,4 1,2 1A
NepOpPAJIbHOI0 3aCTOCYBAHHS
0) aikapcbki hopmu, cTiliki 10 aii 1
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IIVIYHKOBOTI'0 COKY, JiKapcbKi ¢opmu 3
MO (iKOBAHUM BUBIJIbHEHHSIM 200
NMPOJIOHTOBAHOI Jil, IJIA AKUX MOKPHUTTH €
BHPIIIAJbHAM YUHHUKOM MEXaHi3My
BUBLIbHEHHSA

YmoBHu

1. BiacyTHicTh 3MiH y TpoduTi pO3YMHEHHS TMPUHANMHI JIBOX JOCIIAHO-
POMUCIIOBUX CEpiil JIKapChbKOTo 3aco0y 13 3alpONMOHOBAHUM Ta 3aTBEPIKEHUM
ckiaamoM. s pPOCIMHHHX JKAapChKUX 3aco0iB, SKIIO BUIPOOYBaHHA Ha
PO3UYMHEHHS HE MOXe OyTH MPOBEJICHE, — JaH] 111010 pO3MaJaHHs.

2. IlokpuTTs HE € BUPIIIAIIbBHUM YHHHUKOM MEXaH13My BUBLJIbHEHHS.

3. Crnemmdikaliii TOTOBOTO JIIKAPCHKOro 3aco0y 3MIHEH1 TIIbKH IIOJI0 MacH 1
po3Mipy (3a HEOOX1THOCTI).

4. JlochimpKkeHHsT CTaOUTBbHOCTI po3MoYyaTo BiAMOBIAHO 10 KepiBHUX MpUHIUIIB
€MA oo nocnimkenns cradipHOCcTI abo HactaHoB CT-H MO3Y 42-3.3:2004
ta CT-H MO3YVY 42-8.2:2013 (ynHHEe BUAAHHS) JJIsS MPUHAWMHI JBOX JOCHITHO-
IPOMHCIOBUX a00 MPOMHUCIOBUX Cepid 13 3aJOBUIBHUMHU pe3yJibTaTaMu
CTaOUIBHOCTI MPOTITOM TPhOX MicAUIB ab0 Ouibiie. 3asgBHUK TapaHTYyeE, IO
JOCIIIJKEHHSI OyIyTh 3aBEpILEHI 1 OJpa3y MICHIs 3aBEpUICHHS JTOCHIIKEHb JlaHl
OynyTh HamaHi B LleHTp y pa3i HEBIAMOBIAHOCTI crienudikalisM ado 3a HasBHOI
WMOBIPHOCTI BIAXWUJIEHBb BIJ crenuikaniidi HampHUKIHLI TEPMIHY MPUIATHOCTI (3
B1JIMOB1THOIO MTPOMO3HUIIIEIO).

JlokymMeHTALliS

1. 3mMiHU 70 BIAMOBIIHUX PO3JUIIB PEECTPALIIMHOTO TOCHE.

2. IlinTBep/KEHHs, IO IOCTIIHKEHHS CTaOUIBHOCTI PO3IMOYaTO BIAMOBIIHO [0
KepiBaux npuniunie €MA moao gocnipkeHHs: ctabibHocTi a60 HacTtaHoB CT-
H MO3Y 42-3.3:2004 ta CT-H MO3Y 42-8.2:2013 (uunHe BumanHs), (i3
3a3HAYCHHSIM HOMEpIB cepiii), Ta MIATBEPIKEHHS, 3a HEOOXIAHOCTI, IO Ha
MOMEHT BHECEHHS 3MiH 3asBHUKOM OyJ0 HaJaHO HEOOXIJTHUM MIHIMyM JaHUX
1010 cTabuIbHOCTI. MaroTh OyTH HaJaH1 rapaHTii TOTO, 110 JOCTIIKEHHS OyIyTh
3aBepIIeHI 1 0Jipasy MiCJIsl 3aBEPUISHHT JOCIIKeHb JaHl OyayTh HagaHl B LleHTp
y pa3i HEeBIAMOBIIHOCTI creru@ikaiisiM abo HasBHOI MMOBIPHOCTI BIAXUJICHb BIJ]
cnenudikaii HaOPHUKIHII TEPMiHYy TpHAATHOCTI (13  3ampONOHOBAHUMHU
3axonamu). Kpim Toro, y BIANOBIZHMX BHUMAJKaX MalOThb OYTH MpOBEIEHI
JOCIIKEHHS (POTOCTAOUTEHOCTI TOTOBOTO JIIKAPCHKOTO 3aC00Y.

Bb.11.a.5. 3mina koHIeHTPAaWil B OKpeMiii 103i YMmoBu, | Jlokymentu, | Tum
0araroa030B0ro JiKapcbKOro 3acody aJis AKI SIKi MAKOTh | 3MiHHU
NMapeHTEePAJIbHOI0 32CTOCYBAHHS, KOJIU MaTb | OyTH HaJaHi
KiJIbKicTh A®I Ha ogMHUIIO 1031 (TOOTO oyt

cHJIa J1il) He 3MIHIOEThCS BHKOHAaHI
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| L
b.11.a.6. BunyyeHHs1 KOHTeiiHepa 3 YmoBu, | loxymentn,| Tun
PO3YMHHUKOM 3 YIIAKOBKH AKI SIKi MAKOTh | 3MiHH

MAaIOTh OyTH HagaHi
oyTH
BHKOHAaHI
1,2 Ib

JlokymeHTALliSA

1. OOrpyHTYBaHHS BIUIYYEHHSI, BKJIIFOYAIOUH 3aBY 111010 aJbTEPHATUBHUX IUISIX1B

OTPUMAaHHS PO3UYMHHUKA,
3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y.

HEOOXITHOTO sl Oe3Mme4YHoro Ta €(EeKTUBHOIO

2. OHOBIIEHI: KOpPOTKa XapaKTEPUCTUKA JIKAPCHKOro 3acoly, IHCTPYKUIS IS
MEAMYHOTO 3aCTOCYBaHHS Ta TEKCT MapKyBaHHsI Ha YIIAKOBII.

b.11.0) Bupoonuurso

B.11.6.1. 3amina a00 BBeeHHsI 101aTKOBOI
AIbHUL BUPOOHMITBA JJISl YACTUHHU a00
BCHOI'0 BUPOOHHMYOTI0 MPOIIECY TOTOBOIO
JIKApCHhKOro0 3ac00y

YMoBH,
AKi
MaKTh
oyt
BHUKOHAaHI

JdoxkymenTu,
AIKI MaIOThH
OyTH HaaaHi

Tun
3MIHH

a) TJIbHUUA 1JI BTOPUHHOTO NAKYBAHHS

1,2

oo

IAHH

0) AVIbHULA ISl IEPBUHHOIO MAKYBaHHA

1’ 21 3’ 4’
S

O Wlw
N

TAun

B) AUIbHUIIS, HA AKIA NPOBOAATHCH OyIb-
SIKi BUPOOHMYI cTajil, 32 BUHATKOM
BUIIYCKY Cepiil, IPOBEACHHS KOHTPOJIIO
SIKOCTi T2 BTOPMHHOI'0 NIAKyBAHHS, ISl
JiKapCchbKHX 32c00iB 0i0JI0TiYHOTO/
iMYHOJIOTiYHOT 0 MOXOAKEHHS 200
JiKapcbKUX (P)OPM KOMILJIEKCHOIO
(CKJIaIHOT0) BUPOOHMYOT0 MPOLIECY

) JUIbHUIIS, SIKA BUMATa€ MPOBeICHHS
IePBUHHOI NepeBipKY BUPOOHUUTBA 200
nepeBipKy BUPOOHUITBA KOHKPETHOIO
rOTOBOI0 JIKAPCHKOI0 3200y

I) AUIBHUIS, HA AKIH NPOBOAATHCHA OYAb-SIKi
BHPOOHUYI CTail, 32 BUHATKOM BHMILYCKY
cepiii, KOHTPOJIIO AKOCTI, IEPBUHHOIO TA
BTOPUHHOT0 MAKYBAHHS, 15l
HEeCTEePHJIbHUX JiKAPCHKHUX 3ac00iB

1,2,34,5,
6,7,8,9

Ib

1) MiJbLHUIS, HA SIKiH NPOBOASTHCS 0y/Ib-

1’ 27 3’ 41 5’

Ib
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siKi BUPOOHMYI cTajii, 32 BUHSITKOM 6,7,8
BHILYCKY Cepii, KOHTPOJIIO IKOCTi Ta
BTOPMHHOI0 MAKYBAHHS VISl CTEPUIbHHUX
JIKapPCbKHUX 32C00iB (BKJIKYAIOYH
BHPOO0JIEHi acenTUHYHUM MeTO00M), 32
BHHSATKOM JIIKAPCHKHUX 32c00iB
0i0JIOriYHOr0/iMyHOJIOTIYHOT O
MOXO/’KEeHHS

YmoBH

1. 3am0BUIbHI PE3yNbTaTH TMEPEBIPKH BUPOOHUIITBA 32 OCTaHHI TPU POKH, IIO
MIPOBE/ICHA KOMIIETEHTHUMU YIIOBHOBOKEHUMH OpPTaHAMM JIEPXkKaB, sIK1 BXOJATH J10
PIC/s, Incnexkiiero BOO3 abo ynmoBHOBa)KEHUM OpPTraHoOM Y KpaiHHU.

2. JlinpHULA Ma€ M03BUT (JIIEH3110) HA BUPOOHUIITBO BIAMOBITHUX JIIKAPCHKUX
dbopm abo JKapChKOTro 3aco0y.

3. Jlikapchkuii 3aci0 € HeCTEPUIHLHUM.

4.V pa3zi HeOOX1IHOCTI, HAPUKIAI JJIsl CYyCIIeH31i Ta eMyJIbCli, TPOBEICHA CXeMa
BaJlijlallii mpoiecy abo YCHMIIIHO BUKOHAHA BalliJiailisi BUPOOHUIITBA Ha HOBIH
JUTBHUILN, BIAMOBIAHO JO 3aTBEP/PKEHOr0 MPOTOKOJY IMPUHAMMHI HAa TPHOX
IPOMHUCIIOBUX CEPISX.

5. Jlikapcekuii 3acid He € JIKapChKUM 3acOo00M 010JI0TYHOTO/IMYHOJIOTTYHOTO
TTOXOPKCHHSI.

JlokymMeHTALlist

1. ITiaTBEepIKEHHS, IO 3aMpPOIIOHOBAHA AUTHHUIIS BUPOOHHUIITBA MA€ BiAMOBIIHHMA
03B (JTIIIEH3110) HA BUPOOHHUIITBO JIiKapchkoi ¢hopmu abo JiKapchKoro 3acody, a
came:

JUJIs BAPOOHUYO1 TUIBHUII B YKpaiHi — KOs YMHHOT JIIEH311 Ha BUPOOHUIITBO;

JUIs BUpOOHHUYOI AUTBHUII M03a MEXKaMHU YKpaiHUM — KOIlig YMHHOI JIIEH311 Ha
BUPOOHUIITBO (SIKIIO 3T1IHO 13 3aKOHOJIABCTBOM KpaiHM BUPOOHMKA JIIEH31s Ha
BUPOOHMIITBO ICHY€E JUIIEe B eNeKTpoHHoMY Burisial (Hampukiaa CIIA), ciin
HaJaTH PO3JIPYKiBKY 3 MOCHJIAHHSAM Ha BIAMNOBIAHY OQilLIiHY peecTpauiiiny 6azy
(o(imiiiHui caiiT), 3acBiAUEHY MIAMMCOM/TIEYATKOIO (32 HAsSBHOCTI) 3asiBHUKA) a00
IHIIOTO JIO3BUILHOTO JOKYMEHTa Ha BHPOOHMIITBO JIKapchkoi Qopmu abo
JiKapchKoro 3aco0y ab0 BUKOHAHHS BUPOOHUYOT omneparii;

3acBilUeHa KOMIS JOKYMEHTa, IO MiATBEPIXKY€ BIAMOBIIHICTH BUPOOHUIITBA
JIKapChKOro 3aco0y BHMOTaM HaJeKHOI BUPOOHWYOI TMPAKTHKH, BHIAHOTO
Hepxmikcnyx0010 BimoBiAHO 10 BUMOr Hakazsy MO3 Big 27.12.2012 Ne 1130
«IIpo 3arBepmxenns Ilopsaky mpoBeneHHS MIATBEPIKEHHS YMOB BHPOOHHIITBA
JIKapChbKUX  3ac00iB  BUMOraM  HaJe€XHOI  BHUPOOHHUYOI  TPAKTHKU,
3apeecTpoBaHoro y MinicrepctBi toctuuii Ykpainum 21 ciuns 2013 poky 3a
No 133/22665, ab0 rapaHTIMHUHN JUCT 3asiBHUKA I10J1I0 HAJIaHHS TAKOT'O JIOKYMEHTa
MPOTATOM CTPOKY IMPOBEICHHS CIEIIali30BaHOiI €KCIEepPTU3H. 3a HEOOX1THOCTI —
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BUCHOBKH 1HIIIUX 1HCIICKIIIH, K1 mpoBoauiaucsa. Komii JOKyMEHTIB MarOTh OyTH
3aCBIUEHI TIEYaTKOI (3a HASBHOCTI) 3asBHUKA/IPEACTABHUKA 3asBHUKA B
VYkpaiHi.

2. Indopmaris o0 KUILKOCTI (=3), HOMEpIB, Po3Mipy Ta JaTH BUPOOHHUIITBA
Cepii, IKi BUKOPUCTOBYIOTHCS Y JOCTIDKCHHIX 3 Baijaiii, JaHi 3 Bamigaiii abo
MIPOTOKOJ (CXeMa) Bamiaaiii (3a moTpedn).

3. Peectpariiiina popMa Ha BHECEHHS 3MiH Ma€ 4iTKO BU3HAYaTH "3aTBEPHKEHOTO"
Ta "3ampoNOHOBAaHOr0" BUPOOHHKIB TOTOBOTO JIIKAPCHKOTO 3aco0y, sSK 3a3HAYCHO
B pO3/1J1 2.5 peecTpaliiiitHoi popMu IJis JepKaBHOI peecTpartii.

4. Komii 3arBep/keHux crenuddikaiiii mpy BUITYCKY Ta HAMPUKIHII TEPMIHY
MPUAATHOCTI (3a OTpedn).

5. TlopiBHsJIbHI J1aHI aHANI3IB OAHIET TPOMMCIOBOI Ta JBOX JIOCIHIJIHO-
POMHUCIOBUX cepii  (abo JABOX MPOMHUCIOBUX CEpiil), BUPOOJEHUX Ha
3alpONOHOBAHIN JUIBHUIN, Ta TPbOX CEpId, BUPOOJEHMX HA 3aTBEpKEHIN
ninpHULI. JlaHi mpo HACTYNHI ABI MPOMMCIOBI cepli MaroTh OyTH HaJaHi Ha
BUMOTY a00, y pa3l HEBIAMOBIAHOCTI crieuudikauisim, npeacrasnexi B Llentp (3
BI/IMOBITHOIO MTPOTIO3UIIIEI0).

6. Jna M'akux Ta piakux mgikapcekux @opMm, y skux A®I npucytHid y
HEpO3uMHEHi ¢opmi, MawTh OyTH HaAaHI HEOOXIAHI daHl 3 Badigalli,
MIKPOCKOITIYHE 300pakeHHS pPO3MoJiTy Ta MopdoJoris dYacTok abo JaHi,
OTpPUMaHI 3a IOTIOMOT0I0 OY/b-SKOT'0 1HIIIOTO BIMOBITHOTO METOJTY Bi3yasi3aliii.

7. Slkmo HoBa BUpOOHWYA MiIbHUIS BUKOpUCTOBYEe ADI sk BUXigHMI Matepian —
3asiBa kBamiikoBanoi ocodu (KO), mo ADI BupoOISI€ThCS 3TITHO 3 KEPIBHUMHU
MPUHIIAIIAMY 3 HAJIGKHOI BUPOOHUYOT TPAKTHKH 100 BUX1THUX MaTepiaiB.

8. 3MiHM /10 BIJMIOBITHUX PO3/IIIB PEECTPAIIAHOTO JOCHE.

9. Skmo BUPOOHMUTBO TOTOBOrO JIKAPCHKOrO 3aco0y Ta HOro IepBHHHE
NAKyBaHHS 3[IACHIOIOTHCS Ha PI3HUX BHUPOOHUYMX IIIBHULSAX, CIIJI BU3HAYUTHU
YMOBH TPaHCHOPTYBaHHs Ta 30€piraHHsl FTOTOBOTO JIIKApChKOro 3aco0y y dopmi in
bulk Ta nmpoBecTH AOCIHKEHHS 3 X Basigallii.

IIpumirka. 3a BiacytHocTI ceprtudikata GMP, BuzHaHoro B YkpaiHi, BIaCHUKaM peecTpaliiHOTro
MOCBITUEHHSI PEKOMEHIYEThCS J0 TOJAHHA 3as B IPOKOHCYJIbTYBAaTHCS 3 BIJAMOBITHUMHU
YIIOBHOBAXCHUMH OpraHaMu Ta HajaTu iH(opMmaliio npo Oyab-sKy 1HCIEKII0 BUPOOHHUITBA 3a
ocTaHHi 2-3 pokH Ta/abo Oy/b-Ki 3alUIaHOBaHI1 1HCIIEKIi, BKIIOYA0UU JAaTH 1HCHEKIIiH, KaTeropito
JTKapChKOTO 3ac00y, IO 1HCIIEKTY€EThCS, HATJBIIOBHI OpTraH Ta iHINY BiAMOBIAHY iH(opMartito. 1le
HOJIETIINTh OpTraHi3allil0 MPOBEAEHHS IHCHEKIil 3 HaJIeXKHOI BHUPOOHMYOI TNPAKTHUKH, SKIIO
HEOOXI1HO.

3aaBu YO moao API

BracHuku mineH3ii Ha BUpOOHHMIITBO MOBHHHI BUKOPHUCTOBYBATH SIK BUXIJAHI Marepiajid TUIbKH Ti
A®I, mo BUPOONISIOTHCS BIAMOBIIHO MO0 BUMOT HAJEKHOI BUPOOHHYOI MPAKTUKUA. TakKUM YHHOM
KO)KHUW BJIACHUK JIIEH31 Ha BUPOOHHUIITBO, IO BUKOPUCTOBYe ADI gk BuxigHwii Marepiali,
NOBMHEH HaJaTH HeoOXiaHy 3asBy. Kpim Toro, ockinmeku KO, BiamoBimanbHa 3a cepTH]ikaliio
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cepii, Hece CYKYIHY BIINOBIJAIBHICT 3a KOXKHY CEpito, y pasi SKIO0 IUIbHULSA, Ha SKIHA
MIPOBOAMTHCS BUIYCK Cepii, BIAPI3HAETLCS BiJl MONEPEIHBOI, HEOOXITHO HA/IATH JOJATKOBY 3asBY
Bix KO, BignoBiganpHOI 3a cepTudikaiiro cepii.

VY OGaraThOX BHUMAagKaXx BHUPOOHUKOM BHUCTYNA€ OJWH BIACHUK JIilEH3li HA BUPOOHMUITBO, TOX
HEOOX1JTHO HaJaBaTU TUTbKU oAHY 3asBY Big KO. OnmHak K10 Y BUPOOHHUIITBI 3a/IITHO OLIbIIIE HIXK
OJIMH BJIACHHMK JIIIIEH31] Ha BUPOOHUIITBO, TO 3aMiCTh HaJaHHS IEKUTLKOX 3asB MOXKe OyTH HaJaHa
TUTBKH OJTHA 3asBa, mianucana ogxiero KO, 3a ymoBw, 110:

13 3as1BM 3p0O3yMLJI0, 1110 BOHA CKJIaJIeHa Bij iMeHi Bcix 3aaisaux KO;

BUPOOHUIITBO Ta aHaJIi3 IPOBOAATHCS 32 KOHTPAKTOM MiXK 3aBHUKOM Ta BUPOOHHKOM, SIK OTICAHO
y iaBi 7 KepiBHUIITBA 3 HaJEKHOI BUPOOHMUYOI MPAKTUKH, Y SKOMY YITKO BH3HA4Y€HI 00OB’S3KU
KOkHOi 31 cTopiH, a KO, mo Hamae 3asBy, BU3HAUEHA Y KOHTPAKTI K 0co0a, 110 Hece 0COOIUBY
BiJIOBIANILHICT 32 JOTpUMaHHS BUPOOHHKOM A®DI BUMOr Hane:KHOT BUPOOHHYOT IPAKTHKHU TIPU
HOT0 BUPOOHHMIITBI.

Ipumirka. BupoOHUIITBO Ta aHali3 32 KOHTPAKTOM MiJIATAIOTh 1HCTIEKTYBAaHHIO KOMIIETEHTHHUMU
OpraHaMHu.

3asBHUKH MalOTh Opatu a0 yBaru, mjo KO BiacHuKa siineH3ii Ha BUpOOHUITBO 3HaxoauThes B €E3.
Tomy 3asBU Bij iepcoHaly, sIKUI HAHATUI BUPOOHUKAaMU y TPETIX KpaiHax, BKIIOYAIOUYH THX, 1110
3HAXOJAThCA y KpalHax-TMIapTHEPax 3a YroAoko Ipo B3aEMHE BU3HAHHS, HE MOXKYTh OYTH MPHIAHSATI.

Binnosigno go ct. 46a(1) Jupextusu 2001/83/€C Bupobuuurso A®I, 1m0 BUKOPUCTOBYIOTHCS K
BUXIJIHI MaTepiaiy, BKIIIOYa€e MOBHE a00 4acTKOBE BUPOOHHUIITBO, IMIIOPT, (pacyBaHHS, MaKyBaHHS 1
MapKyBaHHs, II0 NEPeayloTh HOro BKIIOYEHHIO [0 JIKApChKOTO 3acoly, y TOMY YHCHI
nepernakyBaHHs ab0  TMOBTOPHE  MAapKyBaHHS, SIKI  3JIHCHIOIOTBCS — JUCTpUO'tOTOpamMu
(mocTavanbHUKAaMH ) BUXITHUX MaTepialiB.

3asiBa HE BUMAraeThes ISl KpOB1 @00 KOMITOHEHTIB KPOBI, 1110 TOBUHHI B1/INMOB1IaTH BUMOTaM

Hupextusu 2002/98/€C.

Bb.11.6.2. 3mina immoprepa/3minu, 10 YmoBu, | loxkymentn,| Tun
CTOCYHThCH BUILYCKY Cepil Ta KOHTPOJII0 AKI SIKi MAKOTh | 3MiHH
SIKOCTi TOTOBOIO JIIKAPCHKOI'0 32C00y MawTh | OyTH HaJaaHi
oyt
BUKOHAaHi
a) 3amiHa a00 JoaaBaHHS AUIbHHUI, HA AKidH | 2,3,4,5 1,2,5 1A
3MiliCHIETHCHA KOHTPOJIL/BUNIPOOYBAHHS
cepii
0) 3amina a00 J10aaBaHHA JiJIbHULI, HA AKIN 11

3AICHIOETHCH KOHTPOJIL/BUIIPOOYBAHHS
cepii a1 0i010riYHOr0/IMYHOJIOTIYHOT O
JIKapCbKOro 3aco0y, Ta 0yAb-sIKOI
AUIbHHUI, HA AKIH 32CTOCOBYETHCS
0i0JI0TTYHUI/iIMYHOJIOTIYHMH METO
BHINIPOOYBAHHS

B) 3aMiHa 200 101aBaHHA BUPOOHUKA, 1110
BilMOBi1a€ 32 BBe3eHHA Ta/a00 BUIYCK
cepii
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1. He BKJIIOYAI0YH KOHTPOJIb/ 1,2,5 1,2,3,4,5 TAun
BUIIPOOYBAaHHS cepil

2. BKiII0Yar04n KOHTPOJIb/BUIIPOOYBAHHS 1,2, 3,4, 1,2,3,4,5 TAun
cepii 5

3. BkiIlouaym KOHTPOJIb/BUIIPOOYBaHHS 1
cepii s JIIKApCbLKOro 3aco0y
0i0JIOriYHOr0/iMyHOJIOTIYHOT O
MOXOJKECHHS Ta OJMH 3 METOAIB aHAJI3y,
1110 32CTOCOBYETHCH HA TiJIbLHUILI, €
Oios1oriYHUM/iMyHOJIOTIYHIM/
iIMYHOXIMiYHMM METOI0M

YmoBHu

1. Micue3HaxopkeHHsT BUPOOHUKA, BIAMOBIIANBHOTO 32 BUITYCK cepii, TOBUHHO
OyTtu Ha Tepurtopii €E3.

2. JIITbHUIISA TTOBUHHA MATH BIAMOBITHUN JT03B1J.

3. Jlikapcekuii 3acid He € JIKapChKUM 3acOo00M 010JI0Tr1YHOTO/IMYyHOJIOTTYHOTO
MTOXOKCHHSI.

4. IlepeneceHHs 13 3aTBEPAKEHOI 10 HOBOI JUIBHULI abo iabopatopii Mae OyTu
YCHIIIHO BUKOHAHO.

5. IlpunaiiMHI OfHA NUIBHUIIA, Ha SKIH 3M1ACHIOETHCS KOHTPOJB/BUMPOOYBAHHS
cepii, 3anumiaerbest Ha Teputopii €C/€E3 abo y kpaiHi, y sIKOi iICHy€e YMHHA yroaa
3 €C mpo B3aeMHE BU3HAHHS y BIIMOBIIHO BU3HAYEHIM cdepi i, Ta sika npugaTHa
JUTsL TIPOBEICHHSI BUMPOOYBaHHSI JIIKAPCHKOTO 3ac00y 3 METOI0 BUIYCKY cepii Ha
teputopii €C/€E3.

JlokymeHTaisi

1. Inst BUpOOHUYOI OIIbHULI B YKpaiHi — KOMI YUHHOI JIILIeH31i Ha BUPOOHHUIITBO;

JUIsl BUpOOHHUYOI AUTBHUII M03a MEXKaMHU YKpaiHUM — KOIlig YMHHOI JIIEH311 Ha
BUPOOHUIITBO (SIKIIO 3T1JTHO 3 3aKOHOJABCTBOM KpaiHU BUPOOHMKA JIIIECH31S Ha
BUPOOHMIITBO ICHY€ JIMILIE B €NEeKTpOHHOMY BUTIsAAl (Hampukian y CIIA), caig
HaJaTH PO3JIPYKiBKY 3 MOCHJIAHHAM Ha BIAMOBIAHY OQilLIiHY peecTpaliiiny 6a3y
(odimittauit caiiT), 3acBiAUEHY 1AMUCOM/TICYATKOIO (32 HASBHOCTI) 3asiBHUKA) a00
IHIIIOTO  JIO3BUTBHOTO JIOKYMEHTa Ha BUPOOHUIITBO JKapchkoi Qopmu abdo
JiKapchKoro 3aco0y ab0 BUKOHAHHS BUPOOHUYOT omneparii;

3acBilUeHa KOMIS JOKYMEHTa, IO MiATBEPIXKY€ BIAMOBIIHICTH BHUPOOHUIITBA
JIKapChKOro 3aco0y BHMOTaM HaJeXHOI BUPOOHWYOI MPAKTHKH, BHUIAHOTO
Hepxmikciyx0010 BianoBinHo 10 BuMor Hakazy MO3 Big 27.12.2012 Ne 1130
«IIpo 3atBepmienns [lopsaky mpoBeneHHS MIATBEPIKEHHS YMOB BUPOOHUIITBA
JIKaQpChKMX  3ac00iB  BUMOTaM  HAJIe)KHOI ~ BUPOOHMYOI  TMPAKTUKHY,
3apeectpoBaHoro y MinicrepcTBi toctuiii Ykpainu 21 ciuns 2013 poky 3a
Ne 133/22665, 31 3miHamu, a00 rapaHTIHHUN JIMCT 3asBHUKA I[0J0 HaJaHHS
TAKOTO JIOKYMEHTa MPOTATOM CTPOKY MPOBENEHHS CHeIiali30BaHOl €KCIIePTHU3H.
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3a HEOOXITHOCTI — BHCHOBKM IHINWX 1HCIEKINA, skl mpoBojauiucs. Kormii
JOKYMEHTIB ~ MalwTh  OyTHM  3acBIIUCHI  IleUaTKow (32  HAsSBHOCTI)
3asBHHUKA/TIpE/ICTAaBHUKA 3assBHUKA B Y KpaiHi.

2. Peectpariiiina popma Ha BHECEHHS 3MiH Ma€ 4iTKO BU3HAYATH "3aTBEPHKEHOTO"
Ta "3amponoHOBaHOr0" BUPOOHHKIB TOTOBOTO JIKAPCHKOTO 3aco0y, K 3a3HAYCHO
B po3aimi 2.5 peecTpamiitHoi popmu a1 1epikaBHOT peecTparii.

3. Tinmpku I UEHTPai30BaHOI MPOLEAYPH — KOHTaKkTHa 1HQOpMAIlisi HOBOI
KOHTakTHOi ocobm B €E3, BimmosimanpHOI 32 poOOTy 3 peKiaMaiisiMu 00
nedekTHOT MpoAyKIIii (3a MoTpedn).

4. 3asgBa kBamidikoBanoi ocodu (KO), sika BiAnoBigae 3a KOHTPOJb SKOCTI ceplii,
10 A®I BUpoOIIs€THCA 3T1IHO 3 KEPIBHUMHU MPUHIUIIAMH 3 HAJIEKHOT BUPOOHUYO1
NpPakTUKA II0J0 BHXIJIHUX MaTepialiB. Y3arajbHEHa 3asBa MOXeE OyTH
NPUHAHATHOIO 3a TIEBHUX yMOB (mpuMiTka jo 1. b.11.6.1).

5. 3MiHHM 10 BIATOBIIHUX PO3UTIB PEECTPALIMHOTO H0ChE, BKIIOYAIOYU OHOBJICHI:
KOPOTKY XapaKTEePUCTHKY JKApChKOro 3aco0y, I1HCTPYKIIIO JUIsi MEIUYHOTO

3aCTOCYBaHHS Ta TEKCT MapKyBaHHS HA YIAKOBIIl (32 HEOOX1THOCTI).

Bb.11.0.3. 3minu y npoueci BUpOOHULITBA
rOTOBOI0 JIKAPCHKOI0 32c00y, BKINYAIYH
MPOMIKHMH MPOAYKT, IO 32CTOCOBYEThHCH
IPU BUPOOHMUTBI rOTOBOIO0 JIKAPChKOI0
3aco0y

YMoBH,
AKI
MalOTh
oyTH
BUKOHAaHI

JdoxkymenTu,
SIKi MAKOTh
OyTH HaaaHi

Tun
3MIHH

a) He3HA4YHa 3MiHa y npoueci BUPOOHUITBA

1,234,
56,7

=
o N
~N W
o &
o

IA

0) cyTTeBa 3MiHa y npoueci BAPOOHMITBA,
sika MOsKe MATH iCTOTHHUII BJIMB HA AKICTh,
0e3neKy Ta e(peKTUBHICTD JIKAPCHLKOI0
3aco0y

B) JIiKapCbKHUii 3aCi0 € JIKapCbKUM 32C000M
0i0J10TiYHOr0/iIMyHOJIOTIYHOT O
MOXO/IKeHHSsI, 1 3MiHA BUMAarae
NPOBeeHHs NOPIBHAJILHUX J0CTiI)KEHD

II

I') BeJleHHSI HECTAHAAPTHOIO METOLY
KiHIIeBOI cTepuJi3anii

IT

r) BBeJIeHHs1 200 30i1b1IeHHs
NPUIYCTUMOro HATHIIKY ADI

IT

1) He3HAYHA 3MiHa y npoueci BUPOOHMIITBA
BOJIHOI CyCIIeH3II /ISl IePOPaATBLHOIr0
3aCTOCYBAaHHS

1,2,4,6,7,

Ib

YmoBHU

1. Hemae sx0HHX 3MiH y SIKICHUX 200 KUTbKICHUX MOKa3HUKaxX MpoQLII0 JOMIIIOK
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a00 y (13UKO-XIMIYHUX BIACTUBOCTSIX.

2. 3MiHa CTOCYEThCS TBEPJAUX JIKAPCHKUX (POPM 3 HErailHUM BHUBUILHEHHSIM JIJIS
NEPOPATLHOTO BBEICHHS/PO3UMHY JUIS TIEPOPATLHOTO BBEICHHS Ta JIKAPCHKUI
3aci0 He € 610JI0TTYHUM/IMYHOJIOTIYHUM a00 POCIMHHUM JIIKApChKUM 3aC000M;

a00 3MiHa CTOCY€EThCs mapaMeTpy(iB) MpoIecy, SKi 3a MOMEePEAHBOI0 OIIHKOI0 HE
BIUTMBAIOTh HA SIKICTh TOTOBOTO JIKapChKOTO 3aco0y (HE3aJe)KHO BiJ THUILY
JIKapChKOTo 3aco0y Ta/abo JiKkapchkoi popmu).

3. BupoOHuumii mporec, sSIKW BKIIOYAE OKpEeMi CTadii, 3aJHIIAETHCS TaKUM
caMHM, HalpHkiIag oOpoOka MPOMDKHHUX MPOIYKTIB, 1 HEMae€ >KOAHHX 3MIH Yy
OyIb-IKOMY PO3UYMHHHUKY, IO BAKOPUCTOBYETHCS y MPOLEC] BUPOOHHUILITBA.

4. 3artBepmKeHUU BUPOOHMYMI MPOLEC MA€E KOHTPOJIOBATUCA BIANOBIIHUMU
MeTOJaMH, 1 Il METOAM He NOTPeOyIOTh KOJHHMX 3MiH (po3mmupeHHs abo
BUJTYUCHHS IOMYCTUMHUX MEXK).

5. Cnemudikarii Ha TOTOBHH JKapCchbkui 3acid abo0 MNPOMDKHI MPOAYKTH
3aJIMIIAIOTHCS HE3MIHHUMU.

6. HoBuii BuUpOOHWYMII TMpoIleC TMOBHHEH 3a0€3NEYUTH  BUTOTOBIICHHS
aHAJIOTIYHOTO TOIEePEIHBOMY JIIKAPCHKOTO 3ac00y 3a yciMa MOKa3HUKaMH SIKOCTI,
0e3MeKku Ta e(PEeKTUBHOCTI.

7. Po3nouato AOCHIIKEHHSI CTaOUIbHOCTI BIAMOBIAHO 10 KepiBHUX MPUHIIUITIB
€MA mono mocmimkeHHs cradiimpHocTl 260 HactanoB CT-H MO3YV 42-3.3:2004
ta CT-H MO3YVY 42-8.2:2013 (ynHHe BUAaHHS) U TPUHAWMHI OJIHI€T TOCIITHO-
MPOMUCIOBOT ab00 MPOMHUCIOBOI cepli 13 3aJ0BUIBHUMHU  pe3yJbTaTaMu
CTaOUIBHOCTI MPOTSTOM TPhOX MICALIB ab0 Ouaplie. 3asBHUK TapaHTYe, IIO
JTOCHIKeHHsT OyAyTh 3aBEpIEH] 1 OJpa3y IMICJs 3aBEpIICHHS TOCIIKEHb JaHl
OynyTh HagaHi B LleHTp y pasi HeBiAMOBIMHOCTI crienudikaiisiM ado 3a HasBHOI
WMOBIPHOCT1 BIAXWUJIEHb BiJl crienudikaiiidi HampHUKIHII TEPMIHY MPUIATHOCTI (3
BIJIMOB1THOO TTPOTIO3HUIIIEIO).

JlokymeHTALliSt

1. 3MiHM [0 BIANOBIIHUX PO3JAUIB PEECTPAIMHOTO JOChE, BKIHOYAIOUH
MOPIBHSIHHS 3aTBEPPKEHOTO Ta 3alPOINOHOBAHOTO BUPOOHUYOTO MPOIIECY.

2. Jlna M'skuxX Ta piaKuxX Jikapchbkux QopMm, y sakux A®DI mictutbes y
HEpPO3YMHHIN (Qopmi — BIAMOBIAHI JAaHl 3 Bamijgamii 3MiH, BKJIIOYAIOYU
MIKPOCKOITIIO YaCTOK JJIsl MEePEBIPKH BUJIMMHUX 3MIH Y MOP(}OIOrii; MOPIBHSIIbHI
JlaHl TPaHyJIOMETPUYHOTO CKJIay 3a BIJIMOBIAHUM METOJIOM.

3. ns TBepAMX JiKapChbKUX (OpM — JaH1, IO MiATBEPKYIOTh BIICYTHICTb 3MIH Y
npodii pO3UYMHEHHS OJIHIET TPOMHUCIOBOI cepii, BHUPOOJEHOI 3a 3MIHEHOIO
TEXHOJOTIEI0 TIOPIBHAHO 3 OCTaHHIMH TpbOMa CepiiMHU, BHUPOOJCHHUMH 3a
y3TO/DKEHOI0 TeXHOJIoTi€r. JlaHi Mpo HACTymHI JB1 MOBHI MPOMHCIOBI cepii
MaloTh OyTH HaJlaHl Ha BUMOTY, a00 y pa3i HeBIAMOBIIHOCTI crienugikaiism Oye
noBiomieHo LeHTp (3 BiAMOBIAHOWO NPONO3UIIE0). sl pOCIUHHHUX JIIKAPCHKUX
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3ac001B MOXXYTh OyTH MPUUHITHUMU JIaH1 IOA0 PO3IIaIaHHS.

4, OOrpyHTyBaHHSA BIJICYTHOCTI HEOOXIJHOCTI MPOBEACHHS  JOCIIIKCHB
OloekBiBaJieHTHOCTI BiAmoBigHO 10 KepiBHunrea €MA 3 #g0CHiKeHHS
oioekBiBanentHocti CPMP/QWP/EWP/1401/98 Rev.1 ab6o wnacranosu CT-H
MO3YV 42-7.1:2014 (ynHHE BUIAHHS).

5. ¥V pa3i 3mian mapametpy(iB) mporiecy, IO HE MalTh BIUIMBY Ha SKICTh
TOTOBOTO JIIKapChKOro 3acoly, — 3asBa MpO Te, IO MiATBEPKEHHS BiJICYTHOCTI
TaKOTO BIUIMBY OTPHMAHO 3a MOTEPEIHHOTO CXBAJICHHS OIIHKH PH3UKY.

6. Komis 3atBepxeHnx crenudikamiii mpyu BUIYCKY Ta HANPUKIHII TEPMIHY
NPUAATHOCTI.

7. Hani anam3iB (y BHIJISAl NOPIBHSUIBHOI TaONMIN) MNPUHAAMHI OJHI€l
IPOMHUCIIOBOI  cepii, BHPOOJIEHOT 3a Y3TOJKEHOI Ta 3aIpONOHOBAHONO
TexHoJIOTIsIMU. J[aH1 Mpo HACTymHI JBI MOBHI MPOMUCIOBI cepili MalTh OyTH
HaJlaH1 Ha BUMOTY a00 y pa3l HEeBIAMOBIIHOCTI crienudikaiisiM 0y/ie MoBiJIOMICHO
LlenTp (3 BIATIOBIIHOIO IMPOIIO3HIIIETO).

8. TliaTBepmKeHHs, MO JOCTIKEHHS CTaOUIBHOCTI PO3MOYaToO BIAMOBIIHO [0
KepiBaux npuniunie €MA moa0 gocnipkeHHs: ctabiibHocTi a60 HacTtaHOB CT-
H MO3VY 42-3.3:2004 ta CT-H MO3Y 42-8.2:2013 (uunne Bumanus) (i3
3a3HAYEHHSIM HOMEPIB Cepiil) I MpUHANMHI OJIHIE] TOCHIIHO-ITPOMUCIOBOI ab0
IIPOMHUCIIOBOT cepii 13 3aI0BUIILHUMHU pe3yJIbTaTaMU CTa01JIbHOCTI IPOTATOM TPbhOX
MicaliB abo Outebmie Ta npodineM cTaOUIbHOCTI, NOMIOHMM 110 TPOPiIO
CTaOUILHOCTI JIIKAPCHLKOTO 3ac00y, BUPOOJEHOr0 3a Y3roKEHOH TEXHOJIOTIEH.
MaroTe OyTH HajaH1 rapaHTii TOro, 0 AOCIIKEHHS OyAyTh 3aBEpIIeHI 1 0Jpa3y
micasi 3aBepUIeHHS JOCHikeHb pJaHl Oyayte Hagani B Llentp y pasi
HEBIAMOBITHOCTI crernudikamisM abo HasABHOI WMOBIPHOCTI BIIXWJIEHb BIJ
cnenudikamii HaOpUKIHII TEPMIHY TpUAaTHOCTI (13  3aMpONOHOBAHUMH
3aX0/1aMHu).

Bb.11.6.4. 3mina po3mipy cepii (BKJIIOUYAIOYH YMmoBu, | /lokymentn,| Tun
Aiana3oH po3Mipy cepii) rOTOBOr0 AKI SIKi MAalOTh | 3MiHHM
JIKapCcbKOro 3aco0y MalTh | OyTH HajaHi
oyt
BHKOHAaHI
a) 30iabmenHs 10 10 pa3iB nopiBHsIHO i3 1,2, 3,4, 1,4 1A
3aTBepPIKEHNM PO3MIpoM 5, 7
0) 3MeHumieHHs 10 10 pasis 1,2, 3,4, 1,4 1A
5,6
B) 3MiHA BUMAra€ OiHKHM NOPiBHAHHOCTI I

(mpoBeaeHHs MOPIBHAILHUX J0CTiIKEHb)
JIKapCcbKOro 3aco0y
0i0JIOrIYHOr0/iMyHOJIOTIYHOT O
MOXO/KeHHs 200 3MiHa y po3Mipi cepii
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BHMAra€ MPoBeJAeHHsI HOBOT'0
IOCJI’KEeHHA 0i0eKBIiBAJIEHTHOCTI

I) 3MiHA CTOCY€ThCS BCiX iHIINX JiKAPCHKHUX II
(popM CYKynHOro (KOMILJICKCHOI0)
BHPOOHHUYOIO MPOoIecy

r) 30ibmeHHst Olibi Hixk y 10 pa3siB 1,2,3,4,5, Ib
NMOPIBHAHO i3 3aTBepIKEHUM PO3MIpOM 6
JJ1S TBEPAUX Jikapcbkux ¢Gopm 3
HeraiiHMM BHMBiJIbHEHHAM JJIs1
MEePOPAJIbHOI0 32CTOCYBAHHSA

) MacmTad JAJis JIKApCbKOro 3aco0y 1,2, 3,4,5, 1b
0i0J10TiYHOT0/IMyHOJIOTIYHOT O 6
NMOXO/IKeHHA 301/IbIINBCA/3MEHIIINBCH 0€3
3MiHM BUPOOHHUYOr0 npouecy (HANPUKJIA]
AyO0JIIOBaHHS JIiHil)

YmoBH

1. 3MiHa He BIUIMBA€ Ha BIJTBOPIOBAHICTH Ta/a00 MOCTIMHICTH JIKAPCHKOIO
3aco0y.

2. 3MiHa CTOCYEThCS TUIBKM TBEPAUX JIKApChKUX (opM 3 HeramHum
BUBUIBHEHHSIM JUIsI TIEPOPAIBHOTO 3aCTOCYBaHHS ab0 HECTEePWIbHHX PIIKUAX
JiKapChbKHUX (popM.

3. bynmp-ski 3MiHM METOAYy BHPOOHHUIITBA Ta/ab0 KOHTPOJIIO Yy TpoIieci
BUPOOHMIITBA CIPUYMHEHI 3MIHOIO PO3MIpy Cepii, HAmpUKiIaJ BUKOPUCTAHHSIM
oOnaHaHHS 1HIIOI MPOYKTUBHOCTI.

4. Icaye cxema Baiigarii abo Baijaiisi BAPOOHUIITBA OyJia YCHIIITHO MPOBEIACHA
3T1IHO 13 3aTBEPKEHUM MPOTOKOJIOM 3 BUKOPHCTAHHIM MPUHANMHI TPhOX cepii
JiKapchbKoro 3aco0y HOBoOro po3Mipy BianoBigHo 1m0 KepiBuuursa €MA 3
Batipamii nmpoueciB abo HactanoBu CT-H MO3Y 42-3.5:2004 (unHHE BUIaHHS).

5. Jlikapcekuii 3aci® He € JIKapChKUM 3acOo00M 010JI0TYHOTO/IMYHOJIOTTYHOTO
TTOXOKCHHSI.

6. 3miHa He O0OyMOBJIEHa HemependayeHUMH OOCTaBUHAMU Yy IMpoIieci
BUPOOHMIITBA 200 TIEpECTOPOraMu 010 CTAOUTEHOCTI.

7. Po3Mmip cepii 3HaxoauThes y 10-KkpaTHOMY Jiama3zoHi po3Mipy cepii, mo OyB
3asIBJICHUM TIPU peecTpaiiii, abo 11eit po3Mmip cepii He OyB 3aTBEP/KCHUN K 3MiHA
tumny [A.

JlokymeHTALliSt

1. 3MiHM 10 BIAMOBIAHUX PO3AUTIB PEECTPALIHHOTO JOCKE.

2. Jlani anamiziB (y BUIVISIAI TOPIBHSJIBHOI TaOJuIl) TPUHAWMHI OJHIET
IPOMUCIIOBOT cepii 3aTBEp/PKEHOTO Ta 3ampolOHOBAHOTO po3MmipiB. JlaHi mpo
HACTYIIHI JIB1 MOBHI TPOMMCIIOBI cepii MalOTh OyTH HajJaHl HA BUMOTy abo y pasi
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HEBIAMOBITHOCTI crnenudikamisM, npo 1mo Oyae mnoBigomsieHo ILlentp (3
B1JIMOBITHOO MTPOTIO3HIIIEIO).

3. Komii 3arBeppkeHuX crenudikaiiidi mpyd BUIYCKY Ta HANOPHUKIHII TEPMIHY
MIPUJIATHOCTI.

4. Indopmariisg o0 KIIbKOCTI (=3), HOMEpPIB, PO3MIPIB cepiil TIKapChbKUX 3ac001B
Ta JaT X BUPOOHUIITBA, 1110 BUKOPUCTOBYIOTHCS y AOCTIIKEHHIX 3 Balifallii, abo
cxema Barigari.

5. Jlani 3 Bamigarii.

6. IlinTBepKEHHS, IO TOCTIIHKEHHS CTaOUIPHOCTI PO3IMOYaTO BIJAMOBIAHO JI0
KepiBaux mnpuniumnie €MA moa0 AOCHIKEHHS CTaOUIbHOCTI a00 HAacTaHOB
CT-H MO3YVY 42-3.3:2004 Tta CT-H MO3Y 42-8.2:2013 (uunHe BumaHus) (i3
3a3HAYCHHSIM KIJIBKOCTI Ta HOMEpIB cepiil) Juisl MpUHANMHI OJHIET JTOCIHIIHO-
IPOMHCIOBOT a00 MPOMHUCIOBOI cepli 13 3aJ0BUIBHUMH  pe3yibTaTaMu
CTaOUIBHOCTI MPOTATOM TPbOX MicSLiB a00 Outblie. MaroTh OyTH HajaH1 rapaHTii
TOTO, IO JOCHIKEHHA OyIyTh 3aBeplleHl 1 ojApa3y MICis 3aBepUICHHS
JOCIIKeHb J1aHi OyyTh HagaH1 B LleHTp y pa3i HeBIAMOBIAHOCTI crienudikaiisam
a00 HasBHOI HWMOBIPHOCTI BIAXWJIEHb BIJ cHenu@ikamiid HAOpHKIHLI TEPMIHY
npugaTHOCTI (13 3amporoOHOBaHMMH 3axoaamu). [Jlins  Jikapchkux 3aco0iB
010JIOT1YHOTO/IMYHOJIOTIYHOTO  TIOXOJKEHHSI — MIATBEPIKEHHSI  BIJCYTHOCTI
HEOOX1THOCTI MPOBEJACHHS MOPIBHUIBHUX JIOCIIKCHb.

B.11.6.5. 3minu BUNIpoOyBaHb a060
JAOIMYCTUMHX M€K, BCTAHOBJIEHUX Y
cnenudikamisix, mijg 4ac BUPOOHUITBA
roTOBOI0 JIKAPCHKOI0 32C00y

YMmoBwu,
AKi
MaIOTh
oyt
BHKOHAaHI

JdoxymeHnTH,
SIKi MalOTh
OyTH HaaaHi

Tun
3MIHH

a) 3BY/KCHHHA TONMMYCTUMHUX MEK

1,2,3,4

1,2

IA

0) 10MOBHEHHSI HOBOT'0 METOLY
BHUIIPOOYBAHHS TA JOIMYCTUHMHX MEXK

1,2,5,6

1,2,34,5,
7

IA

B) BWIYYEHHS HECYTTEBOT0 BUNIPOOYBAHHS
B npoueci BUPOOHMUTBA

1,2,7

1,2,6

IA

r) BWIyYEHHS BUNIPOOYBAHHS y mpoueci
BUPOOHHUITBA, IKEe MOKE MATH iCTOTHUM
BILIMB HA 3arajibHy fIKiCTb TOTOBOI0
JIIKaApPCHKOI0 3200y

11

I) PO3LIUPEHHS 3aTBEP/IKEHHUX JOMYCTUMMX
MeoK /151 IOKA3HMKIB, AIKI MOKYTh MATH
ICTOTHMI BIVIMB HA 3arajIbHY AKICTh
TOTOBOT0 JIIKAPCHKOI0 32¢00y

II

1) 1ONOBHEHHsA a00 3aMiHAa BUIPOOYBaHHA B
npoueci BUpOOHMITBA 32 pe3yJIbTATAMM
AOCTiTKeHb 3 0e3neKku 200 AKOCTI

1’ 27 3’ 41 5’

Ib
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YmoBH

1. 3miHa He O00yMOBIIEHA TMONEPEAHBOIO EKCHEPTU300, IO 3IHCHIOBANACH IS
nepersiay JONMYyCTUMUX MeX crenudikamii (Hampukiaa MPOBEISHOI I Yac
eKCIIEPTU3H PEECTPaLlIiHUX MaTepiaiiB MpH peecTpallii a00 BHECEHHI 3MiH THITY
).

2. 3miHa He oOyMOBIeHa HemependaueHMMU OOCTaBHHAMH Yy  MpOLEci
BUPOOHUIITBA, HAIMpPHUKIA] YTBOPEHHSIM HOBOi HEKBali(pIKOBAHOI JOMIIIKH,
3MIHOIO JIOITYCTUMHX MEX 3arajJbHOr0 BMICTY JTOMIIIOK.

3. Byap-sixa 3MiHa He MOBMHHA BUXOIUTH 3a JOMYCTUMI MEXI 3aTBEpIKEHOI
cnenudikarii.

4. Metona BUTIpoOYyBaHHS 3aJIMIIIAETHCS HE3MIHHUM a00 TaKl 3MIHU € HE3HAYHUMH.

5. bBynp-akuii HOBUN METOJ, BHUMNPOOYBAHHS HE HAJIEKUTh JO HOBOIO
HECTaHJapTHOTO METOAY ab0 CTaHJAPTHOTO METOJY, IO BUKOPHCTOBYETHCS Y
HOBUH criociO.

6. Hosnii METO[I BUIIPOOYBAHHS HE HaJIC)KUTh hi (4]
010JIOT1YHOT0/IMYHOJIOTTYHOTO/IMYHOXIMIYHOT'O METOAy ab0 MeTody, Yy SIKOMY
BUKOPUCTOBYETHCS 010J10TTUHUN peakTuB st ADI 610J10r14HOrO MOXO0KEHHS (3a
BUHSITKOM CTaHAAPTHUX (papMaKONEHHUX MIKPOO10JIOTTYHUX METO/IB).

7. BunpoOyBaHHS y TMpoleci BUPOOHUIITBA HE CTOCYETHCS 10 KPUTHUHUX
napaMeTpiB, HAMPUKJIA]] TaKUX SK:

KIJTbKICHE BU3HAUYCHHS;

JOMIIIKK (HE CTOCYETHCSI MEBHOTO PO3YMHHHKA, SIKUA HE BUKOPUCTOBYETHCS Y
BUPOOHMIITBI);

OyIb-siKi KpUTHUHI (DI3UYHI XapaKTePUCTUKU (PO3MIp YaCTOK, HACHITHA T'yCTHHA
a00 TyCTHHA MICIS yCAIKHU TOIIO);

imeHTudikamis (SKIo TITBKM HE ICHYE MPUIATHOTO aJbTEPHATHBHOTO METOIY
KOHTPOJIIO);

MIKpOO10JIOTIYHA YUCTOTA (SKIIO TIIBKA HE ICHYE BHUMOT JIO MEBHOI JIKapChKOI
hopmn)

JlokymMeHTaList

1. 3MiHM 10 BIAMOBIAHUX PO3AUIIB PEECTPALIHHOTO JOCKE.

2. llopiBHssibHa TaOJMIS TIOJ0 3aTBEPHKEHOTO Ta  3alPONOHOBAHOTO
BUMPOOYBAHHSI Ta IOMYCTUMHUX MEXK.

3. Onnc Oyap-SIKOT0 HOBOTO METOAY BUIIPOOYBaHHS Ta JaHi 3 Horo Bamimamii (3a
HEOOX1THOCTI).

4. Jlani aHami3iB AN ABOX MPOMHUCIOBHUX Cepiil (TPOX MPOMHUCIOBHX CEpiil ams
JIKapChbKUX 3aco01B O10JIOTTYHOTO MOXOJKEHHS, SIKIIO HE OOTPYHTOBAHO 1HIIIE)
TOTOBOTO JIIKapChKOT0 3ac00y 3a BCiMa MOKa3HUKaMU crieTrdiKarliii.
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5. TlopiBHsANBHI AaHl 1010 NMPOGUII0 PO3YMHEHHS JJII TOTOBOTO JIIKAPCHKOTO
3aco0y MpUHANMHI OJHIET TOCTIAHOI cepii, BUTOTOBJEHOI 3a 3aTBEP/KCHHUX Ta
3apOIIOHOBAaHUX YMOB (3a HEoOXimHOCTI). JIJIsi pOCIMHHHMX JIIKAPChKUX 3ac001B
MOXYTh OYTU NMPUUHATHI JJaH1 100 PO3IaIaHHS.

6. OOrpyHTYBaHHS/OIIHKA PHU3WKY, IO MiATBEPHKYE HE3HAYHICTh 3MIHEHOTO

napamerpa.

7. OGrpyHTYBaHHS BBEICHHS HOBOTO BHMPOOYBaHHS y MPOIEC BUPOOHUIITBA Ta

A0IyCTUMHUX MCK.

Bb.11.B) KoHTpOJIb 10NIOMiKHUX PEYOBHH

Bb.11.B.1. 3mina mapamerpiB cneuupikaniin
Ta/200 JOIMYCTUMHX MEXK JJIS TONMOMIisKHOL
pe4OBHHH

YMoBH,
AKI
MalTh
oyt
BHUKOHAaHI

JdoxkymeHnTu,
SIKi MAKOTh
OyTH HaaaHi

Tun
3MIHM

a) 3BY’KCHHS JOIYCTUMMX MEXK

1,2,3,4

1,2

IA

0) nonoBHeHHs cnenu@ikanii HOBUM
NMOKAa3HUKOM 3 BiIIIOBITHUM METOA0OM
BHUIIPOOYBAHHS

1,2,5,6,7

1,2,34,6,
8

IA

B) BWIYy4YeHHH 31 cnenudikanii He3HAYHOI 0
MOKA3HUKA (HANPHUKJIAJA, 32CTaPiJIOro
MOKA3HUKA)

1,2,8

1,2, 7

IA

') 3MiHA 3HAXOJAMTHCH 1032 3aTBEePIKEHUMHU
AOIMYCTUMHUMU MexKaMu crienuikanin

I

I) BWIy4eHHs 3i cnenu@ikaiii nokasHuka,
SIKHHA MOKe MaTH iCTOTHHH BIJIUB Ha
3arajibHy sIKiCTb TOTOBOI0 JiKAPCbKOT0
3aco0y

11

1) TOTOBHEHHS 200 3aMiHA (32 BUHATKOM
JIKapCbKHUX 32C00iB 0i0JI0TiYHOTO Ta
iIMYHOJIOTIYHOT 0 MOXOIKEHHS) MapaMeTpa
cnenudikamii 3 BIIMOBIIHUM METOA0M
BUIIPOOYBAHHS 32 pe3yJibTaTAMU
IOCJI’KeHD 3 0e3nmeKku a00 AKOCTI

1,2,34,5,
6, 8

Ib

e) y pasi BiacyrHocti MoHorpadgii Ha
JAONMOMIKHY pe4oBHHY y DY,
€BponeiichkKiil papmakonei 260 iHuIiH
HalliOHAJIBHIN papmakomnel nepxaBu €C,
3MiHa BHYTPIIIHBOI cienu@ikanii Ha
MoHorpadir HeodiuiiiHoi papmaxonei
a00 ¢papmakonei TpeTbOI KpaiHu

1,2,34,5,
6, 8

Ib

YmoBHU
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1. 3miHa He OOyMOBJICHA MOMEPETHBOIO EKCIEPTHU3010, MO 3AIMCHIOBANIACH IS
nepersiy JONMYyCTUMUX MeX crhenudikamiii (Hampukiaa MPoOBEISHOK I Yac
EKCTIEPTU3U PEECTPALITHUX MaTepialliB MPU peecTpallii abo BHECEHHI1 3MIH THITY
).

2. 3miHa He oOyMOBIeHa HemependaueHMMU OOCTaBHHAMHM Yy TIPOIIECi

BUPOOHUIITBA, HANPHUKIAJ YTBOPEHHS HOBOi HEKBaTi(piKOBAHOI JOMIIIKH, 3MiHA
JOTTYCTUMHX MEX 3arajJbHOTO BMICTY JIOMIIIOK.

3. Byap-sixa 3MiHa He MOBMHHA BUXOIUTH 3a JOMYCTUMI MEXI 3aTBEpIKEHOI
cnerugikari.

4. Metoa BunipoOyBaHHS 3aJIMIIIAETHCS HE3MIHHUM a00 Takl 3MIHU € HE3HAYHUMHU.

5. bBynp-akuii HOBUW METOJ BHUIPOOYBAHHS HE HAJIEKUTh 1O HOBOIO
HECTaHJIaPTHOT'O METOJy ab0 CTaHAapTHOIO METONY, L0 BUKOPUCTOBYETHCS Y
HOBHI c110Ci0.

6. HoBuit METO/]T BUIIPOOYBaHHS HE HaJICKUTh 710
010JIOT1YHOT0/IMYHOJIOTIYHOTO/IMYHOXIMIYHOTO MeTOoay abo MeTony, y SKOMY
BUKOPUCTOBYEThCSI ~ O10JIOTIYHUN  peakTUB (32  BUHATKOM  CTaHJApTHUX
dbapmakornelHux MIKpoO10JOTITYHUX METO/IIB).

7. 3MIHU HE CTOCYIOTHCS IOMIIIKH, IKA MA€ TEHOTOKCUYHY 1IO.

8. BumpoOyBaHHsSI y Tmpoleci BHUPOOHHUIITBA HE CTOCYETHCS 10 KPUTHUYHHUX
napaMeTpiB, HAPUKJIIA]] TAKUX SIK:

JOMIIIKK (HE CTOCYETHCSI MEBHOTO PO3UMHHHKA, SIKUA HE BUKOPUCTOBYETHCS Y
BUPOOHMUIITBI);

OyIp-siKi KpUTHYHI (DI3UYHI XapaKTEPUCTUKHU (pO3MIp YACTOK, HACHIIHA T'yCTHHA
a00 rycTUHA MICJISl YCaJIKU TOIIIO);

imeHTudikais (SKIo TITPKU HE ICHYE€ MPUIATHOTO aJIbTEPHATHBHOIO METOY
KOHTPOJIIO);

MIKpOO10JIOTIYHA YHCTOTA (SKIO TUTHKKA HE ICHYE BUMOTHU JIO TIEBHOI JIIKAPCHKOI
dbopmn).

JlokymeHTALliSt

1. 3MiHM 10 BIAMOBIAHUX PO3AUTIB PEECTPALIHHOTO JOCKE.
2. TlopiBHsIbHA TAOIUIIA 1IOAO 3aTBEPIKEHOT Ta 3aMPOIIOHOBAHOI CrieI(iKaIlii.

3. Omnmc HOBOro MeTOoay BUIpPOOyBaHHS Ta JaHi 3 Horo Bamijamii (3a
HEOOX1THOCTI).

4. lani aHami3iB Ui JBOX MPOMUCIOBUX Cepiid (TPhOX MPOMUCIOBUX CEpiid st
JIKapChbKUX 3ac001B O10JIOTIYHOTO IMOXOJ/KEHHS, SKIIO0 HE OOIPYHTOBAHO IHIIIE)
TOTOBOTO JIIKapChKOT0 3ac00y 3a BCiMa MOKa3HUKaMH CrieTrdiKarliii.

5. HOplBH}IJ'II)Hl naHi npoqnmo PO3YMHEHHS Ul TOTOBOTO J1KapCHKOTO 3aco6y
OpUHaiMHI  OJHIET JOCHIAHOI cepii 3 JONOMDKHHUMHU pEYOBHHAMH, SKI
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BIIMOBIZAIOTh  3aTBEPJUKEHIM Ta  3alpoIlOHOBaHIM  crmemudikamisM  (3a
He0oOX1HOCT1). [l pOCIMHHUX JIKApChKUX 3ac00IB MOXYTh OyTH NPUUHSITHI
JlaHi 010 pO3MaJaHHs.

6. OOrpyHTYBaHHS BiJICYTHOCTI HOBHX JaHUX 3 010€KBIBaJICHOTHOCTI BIJIIOBIIHO
hi() KepiBauirea EMA 3 JOCIHKCHHS 010€KBIBJICHTHOCTI
CPMP/QWP/EWP/1401/98 Rev.1 a6o nacramosu CT-H MO3Y 42-7.1:2014

(unHHE BHIaHHSA) (32 HEOOXITHOCTI).

7. OOIrpyHTYBaHHS/OIIHKA PHU3WKY, IO MiATBEPHKYE HE3HAYHICTh 3MIHEHOTO
napameTpa abo 1o napaMmeTp crenudikaiii € 3acTapianum.

8. OOrpyHTYBaHHS BBEJICHHS HOBOIO IMOKa3HMKA crenu@ikaiii Ta JOMyCTUMHX
MEXK.

Bb.11.B.2. 3mina y MmeTogax BUNIPOOYBAHHS YMmoBu, | lokymentu, | Tun
JTOMOMIKHOI pe4OBMHU K SIKi MAKOTh | 3MIiHH
MaKTh | OyTH HajgaHi
oyTH
BHKOHAaHI
a) He3HAYHi 3MiHU y 3aTBep:keHux MmeTonax | 1,2, 3,4 1,2 1A
BUIIPOOYBaHb
0) BHJIy4YeHHSI METOy BUNIPOOYBAHHS, AKIIO 5 1 TA

aJIbTePHATUBHUI MeTO/ BUNPOOYBAHHSA
B2Ke 3aTBEPAKEHO

B) CYTT€BA 3MiHA 200 3aMiHa 0ioJ10riYHOTO/ I
iIMYHOJIOTTYHOT 0/iMyHOXIMIYHOTO METOLY
BUIIPOOYBaHHS 200 METOY, Y AKOMY
BUKOPHUCTOBYEThCS 0i0JIOTIYHMIA peareHT

r) iHIIi 3MiHU y MeTOo1aX BUIIPOOYBAHHS 1,2 Ib
(BKJIIOYAK04H 3aMiHY 200 J101aBAHHS)

YMmoBHu

1. [HocmimxkenHs 3 Bamigamii OyiauM TIPOBENEHI BIAMOBIAHO 7O YHHHHX
dapmakoneiinux Bumor abo KepiBaux npunnumnie €MA 3 Bamijiaiii aHaTITHIHIX
METOMMK (YMHHE BUJAHHS), 1 Ppe3yJbTaTd MPOBEACHUX  JIOCHIIKEHb
M1ATBEPKYIOTh, ITI0 HOBA METOAMKA — 1JICHTHYHA 3aTBEPKEHIN.

2. He Oyno >kOgHUX 3MIH MEX 3arajJbHOTO BMICTY JIOMIIIOK, HE BUSIBJICHO HOBHX
HEKBaJll(PiKOBAaHUX JIOMIIIIOK.

3. Metonu BunpoOyBaHb 3aJUIIMIACS HE3MIHHUMHU (HANpUKIAL 3MIHWIACH
JOBKMHA KOJIOHKH a00 TemIeparypa NpOBEICHHS aHalli3y, ajleé TUIl KOJOHKU abo
METOJMKY HE 3MIHEHO).

4. Hogwii METO/T BUTIPOOYBaHb HE HAJIC)KUTh 70
010JIOTTYHUX/IMYHOO10JIOTTYHUX/IMYHOXIMIYHUX METOJIIB a00 METOaY, MPHU SKOMY
BUKOPUCTOBYETHCS ~ OIOJIOTIYHUN  peareHT (3a  BUHATKOM  CTaHAApPTHHUX
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(dhapMakoneHHUX MIKPOO10JOTITYHUX METO/IIB).

5. IcHye 3aTBepKEHUM METO ] BUIMPOOYBaHHSI JJIs TTOKa3HUKa crienudikarii, 1 e
METOJI HE 3aTBEPPKCHUI ITPU BHECEHHI 3MiHU Ty [A.

JlokymeHTALliSA

1. 3MiHUM 70 BIANOBITHUX PO3ALUIIB PEECTPALIHHOTO JOCHE, BKIIOYAIOYH OIIKC
METOJy aHami3y, 3BIT MpO JaHl 3 Badijaiii, OHOBJIEHI cnerudikamii 100
JOMIIIOK (32 HEOOX1THOCTI).

2. llopiBHsibHI maHi 3 Bajigamii abo, SKIIO OOTPYHTOBAaHO, MOPIBHSUIbHI
pE3yNbTaTH aHaJI3Yy, sIKi MATBEPIKYIOTh, 0 3aTBEPKECHUN Ta 3aPONOHOBAHHMA
METOJIM BUNPOOYBaHHS € 1IEHTUYHUMHU. Ll BUMOra He CTOCYETbCS BHIAJKY
JI0JJaBaHHsI HOBOI'O METOJTy BUIIPOOYBaHHS.

Bb.11.B.3. 3amiHa xxepeia ogepKAHHS YMmoBu, | loxkymentn,| Tun
JAOIOMIi’KHOI pe4OBHHU 200 peaKTUBY, 110 AKI SIKi MAIOTh | 3MiHM
CTAHOBUTH PU3HK nepenayi 30yanukis I'E MalTh | OyTH HaJaHi
oyTH
BUKOHAaHI

a) martepiajy, 0 CTAHOBUTb PU3HK
nepenadyi 30yauukiB I'E, Ha maTtepian
POCJIMHHOTO 200 CHHTETHYHOT 0
MOXO/IKEHHS

1. i1t {ONOMIKHUX peYOBHH, 200 1 1 1A
PeaKTHBIB, sIKi He¢ BUKOPUCTOBYKOTHCH Y
BUPOOHHUITBI AKTUBHOI PeYOBUHH
0i0J10TiYHOr0/iMyHOJIOTIYHOT O
MOXO/JKEHHS, 200 JIIKAPCHKOI0 32C00y
0i0J10TiYHOr0/iMyHOJIOTIYHOT O
MOXO/IKEHHS

2. ]l fonomMiskKHUX pe4oBUH, a00 1,2 Ib
PEaKTHBIB, IKi BAKOPHCTOBYHOTHCH Y
BUPOOHHUITBI AKTUBHOI PeYOBUHH
0i0JIOrIYHOr0/iMyHOJIOTIYHOT O
MOXO0/I2KEeHHS, 200 JIIKAPCHKOro0 3ac00y
0i0JIOrIYHOr0/iMyHOJIOTIYHOT O
MOXOAKECHHS

0) 3amina a00 J101aBAHHSI PEYOBUHH, 1110 I
CTAHOBUTH pU3HK nepenayi 30yauukis I'E,
a00 3aMiHa Pe4YOBUHH, 110 CTAHOBUTDH
pu3uk nepenavi 30yauukis I'E, Ha inmy
PEe4Y0BHHY, 1110 CTAHOBUTH PU3HK Nepeaayi
30yaHukiB I'E, 1714 sikoi Hemae
I'E-cepTudikara BinnmoBigHocTi
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€BponeicbKii papmMakonel | | ‘

YmoBH

Crenuikartiii mpu BUIYCKY Ta HANPHUKIHII TEPMiHY IPUIATHOCTI HA JTOMOMIKHY
PEYOBHHY Ta TOTOBUH JIIKAPCHKUIA 3aCi0 3IMINIAIOTHCS HE3MIHHUMH.

JlokymeHTALliSt

1. 3asBa Big BuUpOOHWKAa a0 3asBHHUKA, SKA MIATBEPDKYE, IO TOMOMIXKHA
pPEUOBHHA € PEUOBHHOIO BUKIIOYHO POCIMHHOTO 200 CHHTETUYHOTO TTOXOKEHHS.

2. Pesynpraté JOCHIDKEHHS €KBIBAJIGHTHOCTI MaTepiaiiB, iX BIUIMBY Ha
BUPOOHUIITBO KiHIIEBOI PEYOBHUHU Ta HA XapaKTEPUCTHKH (HATPUKIIA]] TapaMeTpr
PO3YMHEHHST) TOTOBOTO JIIKAPCHKOTO 3aC00Y.

b.11.B.4. 3Minu B MeToai cuHTE3y 200 YmoBu, | loxkymentn, | Tun
pereHepaiii He(papMaKONEHHOI J10NOMIKHOI AKI SIKi MAKOTh | 3MiHH
PEeYOBHHH (IKIIO ONMCAHO Yy 10Ch€) 2400 HOBOI | MAKThL | OyTH HaJaHi
JAOIOMIi’KHOI pEYOBHHHU OoyTH
BHKOHAHI
a) He3HAYHi 3MiHM Y MeTO/li CHHTe3y a00 1,2 1,2,3,4 1A

perenepauii HegapMaKoneHHoOl
JTOMOMI’KHOI pe4OBUHHU 200 HOBOI
JAONOMIi’KHOI pe4YOBHHHU

0) 3minm y cnenugikaunii a0o 3miHa Qiznko- I
XiMIiYHHMX BJIACTHBOCTEH JOMOMIiKHOI
PEe4YOBUHH, III0 MOKE MATH BILIMB HA
SIKICTh FOTOBOI'0 JIIKAPCHKOI0 3aC00y

B) JIONIOMI’KHA PE4YOBHHA € PEYOBHHOIO II
0i0J10riYHOr0/iMyHOJIOTIYHOT O
MOXO/IZKEHHS

YMoBH

1. Meroa cunrte3y Ta cienudikalii 3aIUIIaOThC HE3MIHHUMH, BIACYTHI 3MIHU Y
SAKICHUX 1 KUIBKICHUX MOKa3HUKAX MPOdUII0 JOMIMIOK (32 BUHSITKOM 3aJIMIIIKOBHX
PO3YMHHUKIB 332 YMOBH, 1110 BOHH BiAnoBigaroTh KepiBHuM npunmunam €EMA) a6o
(b13MKO-XIMIYHHUX BJIACTUBOCTSIX.

2. 3a BUHATKOM aJ1'TOBAHTIB JUIS BaKI[MH.
JlokymMeHTaList

1. 3MiHM 10 BIAMOBIAHUX PO3AUIIB PEECTPALIHHOTO JOCKE.

2. Jlani awnanmiziB (y ¢opmi MOPIBHSAJIBHOI TaONMIl) NpUHANMHI JBOX cepii
(MIHIMYM JOCTIHO-TIPOMHUCIIOBUX) 3 BUKOPHCTAHHSIM JIOMOMIXXHOI PEUOBUHH,
BUTOTOBJICHOT 32 Y3TO/)KEHUM Ta HOBUM METOJaMU BUPOOHMIITBA.

3. IlopiBHsbHI AaHi mOAO0 HPOQIII0 PO3YUHEHHS A TOTOBOTO JIKapChKOTO
3aco0y TpuHAWMHI JBOX cepid  (MIHIMyM  JOCTIAHO-IPOMHUCIIOBHX) 3
BUKOPHUCTAHHSAM JOMOMDKHOI pEYOBHHHU, BUTOTOBJICHOT 32 y3TO/DKEHUM Ta HOBUM
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MeTOJlaMd BUPOOHMIITBA (32 HEOOX1THOCTI). JIJIsl pOCTMHHUX JIKapChKUX 3aC001B
MOXYTh OyTH MPUHHATHAMH JaHi 010 pO3MagaHHs.

4. Komii 3aTBepKEHUX Ta HOBUX (32 HEOOX1THOCTI1) creludikaiiiii Ha TOMOMIKHY

PEUYOBUHY.

B.I1.r) KoHTPOJIb rOTOBOI0 JIIKAPCHLKOI0 3aC00Y

B.ILr.1. 3mina mapamertpiB cneuuikanii
Ta/200 TOMYCTUMHUX MEK FOTOBOI0
JIKaApCHhKOIo0 3ac00y

YmoBn,
AKi
MAaKTh
oyTH
BHUKOHAaHI

Jdokymenrtu,
AIKi MaIOThH
OyTH HagaHi

Tun
3MIHH

a) 3BY/KCHHHA TONMMYCTHUMHUX MEK

1,2,3,4

IA

0) 3BYKEHHS IOIYCTUMUX M€K, BU3HAYEHUX
y cnenu@ikanii Ha JikapcbKi 3ac00u, 11
SIKUX OTPUMYETHCH 103BLI HA BUIIYCK cepil
Bil 0iLiiiHOTO PeryJIsiTOPHOr0 OPraHy

1,2,3,4

e
N[N

TAun

B) JONOBHEHHS cnenu@ikanii HOBUM
NMOKAa3HUKOM 3 BiIIIOBITHNUM METOA0OM
BUIIPOOYBAHHSA

1,2, 5,6,

1,2,34,5,

IA

r) BWIYYEHHS HE3HAYHOTI'0 MOKA3HUKA
(HanpuKJIaa, 32CTAPIJIOro MOKA3HUKA,
TAaKoOro fIK 3amax Ta cMak, ado
inenTudikauiss 0apBHUKIB, 200 CMAKOBUX
100aBOK)

1,2

1,2,6

IA

) 3MiHA 3HAXOANTHCS MM032 3aTBEPIKEHUMU
AONMYCTHMHMMH MeKaMHu crenugikamii

IT

1) BWIYYEHHS MOKA3HUKA, AKUN MOXKe MaTH
ICTOTHUH BILIMB HA AKICTH TOTOBOT0
JIIKAPCHKOI0 3ac00y

IT

€) J0NOBHEHHsI 200 3aMiHA MOKA3HUKA
cnenudikaiii 3a pesyJbTaTaMu
HOCJIiIKEeHb 3 0e3neKku a00 AKOCTI (32
BHHSITKOM JIIKAPCHKHX 32C00IB
0i0JIOrIYHOr0/iMyHOJIOTIYHOT O
MOXO/I2KCHHS)

1,2,34,5,

Ib

€) BHECEHHS 3MiH /10 10Ch€ Micjis
OHOBJICHHS 3araJIbHOI CTATTi HA TOTOBY
Jikapcbky popmy y ADY/€EBponeiicbKii
dpapmakonei *

1,2

TAun

’K) BHECEHHSI 3MiH Y 10Ch€ JIJIf1 IPUBEACHHA
Y BIANOBIAHICTH 10 3arajibHOi cTaTTi 2.9.40
«OTHOPIAHICTH 1030BAHUX OJIMHUIIb)

1,2,4

IA
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JAD@Y/€EBponeiicbkoi papmakomnei 3amMicThb
3aTBEPAKEHNX 3arajibHUX craren 2.9.5
«OnpHopignicTh Macw» Ta/a60 2.9.6
«OIHOPIAHICTH 103W»

YmoBHU

1. 3miHa He OOyMOBJICHA MOIEPEAHBOI0 EKCIIEPTU3010, IO 3IMCHIOBAIACH IS
HEPersily JOMyCTUMHUX MeX crenudikamiil (Hanpukiaa MPOBEICHOI0 MiJl Yac
peecTpaiii a0o BHeceHHsI 3MiH Tuity II), SKII0 HEMae OIliHEHUX Ta 3aTBEPIKCHHIX
3a 1HIIOIO MPOLIETYPOIO CYIPOBITHUX TOKYMEHTIB.

2. 3mina He 0OyMOBJeHAa HemependayeHUMH OOCTaBUHAMHU Yy  MpoIleci
BUPOOHMIITBA, HANPHUKJIAA, YTBOPEHHSM HOBOI HEKBai()IKOBAHOI JTOMIIIKH,
3MIHOIO JIOMTYCTUMHUX MEXK 3arajJbHOTO BMICTY JIOMIIIOK.

3. bynp-ska 3MiHa HE TMOBMHHA BHUXOAUTH 3a JOMYCTHMI MEX1 3aTBEPKEHOI
cnerugikari.

4. Metona BUnipoOyBaHHS 3aJIMIIIAETHCS HE3MIHHUM a00 Taki 3MIHU € He3HAYHUMU.

5. bBynp-akuii HOBUW METOJ BHUIPOOYBAHHS HE HAJIEKUTh 1O HOBOIO
HECTaHJApTHOIO METOAY ab0 CTaHJApPTHOTO METOJY, L0 BUKOPHCTOBYETHCS Yy
HOBMII c110C10.

6. Meron BUINPOOYBaHHS HE HaJICKUTh 10
010JI0TTYHOTO/IMYHOJIOT'TYHOTO/IMyHOXIMIYHOTO METOAYy ab0o METonly, y SIKOMY
BUKOPUCTOBYETHCS O10JIOTTYHUIN PEAKTUB JUIsl 010J10T1HYHOT AKTUBHOT PEUYOBUHHU.

7. 3MIHM HE CTOCYIOThCSI OYJIb-SIKOi JOMIIIKM (BKJIIOYAOYM T€HOTOKCHYHY) Ta
PO3YMHEHHS.

8. OnoBneHHs Tecty «MikpoOiojoTiyHa YHCTOTa» BIAMOBITHO OO0 YHHHOI
dapmakorei, Ko 3aTBEpHKEHUI TECT BIAMOBIAAE penakiii papmakornei, YMHHIHI
no ciuyasg 2008 poky (HErapMOHI30BaHUM TECT), Ta HE BKIIOYAE KOJIHUX
JIOIAaTKOBUX CHEeNU(PIYHUX BUJIIB KOHTPOJIIO MJIs TEBHOI JIKapCchkoi ¢opmu, a
3aIpONOHOBAHHUI KOHTPOJIb BITMOBIIa€ TapMOHI30BaHi hapMaKonenHii CTaTTi.

9. INapamerpu cnenudikaiii abo MPOMO3UILIIT A MEBHUX JIKApChKUX (HOpM He
CTOCYIOThCSI KpUTHUHUX NTapAMETPIB, HAMPUKIIA]] TAKUX SIK:

KIJTbKICHE BU3HAUYCHHS;

JOMIIIKK (HE CTOCYETHhCSI MEBHOTO PO3YMHHHUKA, SIKUA HE BUKOPUCTOBYETHCS Y
BUPOOHMUIITBI);

OyIp-siKi KpUTHYHI (DI3UYHI XapaKTEPUCTUKU (TBEpHICTh ab0 CTIMKICTh [0
po31aBitoBaHHs TabIeToK 6€3 000JIOHKH, PO3MIPH TOILIO);

BUNPOOYBAaHHS HE BHUMArae€TbCs I TEBHOI JIKApChKOi (OopMU 3TiTHO 3
3aranbHUMU cTaTTsMu IOV abo €Bponeiicbkoi papmakorei;

Oyab-siKa BUMOTA 111010 BUOIPKOBOTO BUIIPOOYBAHHS.
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10. 3anponoHoBaHUM TECT MOBHICTIO BifnoBigae Tadmumi 2.9.40-1 crarti 2.9.40
JOY/Epponeiicbkoi  ¢dapmakoriei Ta HE BKIIOYAE MPOIMO3UIII0 00
aTbTEPHATUBHOTO BUIIPOOYBAHHS HA OJIHOPIIHICTH JO30BAHUX OJAUHHUIIb METO0M
BU3HAYCHHS OJHOPITHOCTI MAacH 3aMiCTh OJHOPIAHOCTI BMICTY, SKIIO TUIBKHA HE
3azHadyeHo y Tabmur 2.9.40-1.

JlokymeHTALliSA

1. 3MiHU 70 BIAMOBITHUX PO3JUIIB PEECTPALIHOTO TOCHE.

2. llopiBHsuthHa TAOMWIA IMIOAO  3aTBEP/DKCHUX Ta  3alPOINIOHOBAHUX
cneruikariu.

3. Onuc HOBOro MeToJy BHUNPOOYBaHHS Ta JaHi 3 Horo Bamijamii (3a
HEOOX1THOCTI).

4. Jlani aHami3iB JUIg JABOX MPOMUCIOBHUX cepii (TphOX MPOMUCIOBHUX CEpid st
JKApChKUX 3ac001B 010JIOTTYHOTO MOXOJKEHHS, SKIIO0 HE OOIPYHTOBAHO IHIIIE)
rOTOBOTO JIIKAPCHKOT0 3acO0Y 3a BCIMA MOKa3HUKAMH crieludikailiii.

5. TlopiBHsuibHI AaHi MPOQUII0 POIYMHEHHS JJIsi TOTOBOTO JIIKAPCHKOTO 3aco0y
NpUHAWMHI OJIHIET JOCHIHOI cepli, sKi BIANOBIJAIOTh 3aTBEPKEHIA Ta
3ampoIOHOBaHIN crienudikaiisaM (3a HeoOXigHOCT1). JIJIsi pOCTUHHUX JKapChKUX
3ac001B MOXKYTb OyTH NPUWHATHI JIaHl OO PO3MaIaHHS.

6. OOrpyHTYBaHHS/OLlIHKAa PU3UKY, 110 MIATBEPIAKYE HE3HAUHICTh 3MIHEHOTO
napamMeTpa abo 110 el mapaMeTp € 3acCTapiinM.

7. OOrpyHTyBaHHS BBEJICHHSI HOBOT'O IMOKa3HUKA Ta JOMYCTUMUX MEX.

* Hemae HeoOXiTHOCTI MOBIAOMIISTH KOMIIETEHTHI OpraHd MpO MPUBEIACHHS Y BIAMOBIIHICTH 0
oHoBieHoi MoHorpadii PV, €sponeiicbkoi papmakonei ado HalioHaIbHOI (hapMakorei aepKaBu
€C y pa3i, SKIO HAJA€ThCS MOCHUIAHHSA Ha «JIII0YY pEAaKIilo» y JOChE 3apPEeCTPOBAHOTO
Jikapcbkoro 3acody. ToMy 1t 3MiHa 3aCTOCOBHA JO BHITAJIKiB, KOJIH Y JIOCKE HEMAE >KOIHOTO
NOCUJIaHHS Ha TNeperjsiHyTy MoHorpagito ¢dapmakonei i BHOCHUTBCS 3MiHA, 1100 MPHUBECTH Y
BIJIMOB1JIHICTH JI0 OHOBJIEHOT BEPCii.

B.ILr.2. 3mina y MeToaax BUNIPOOYBAHHS YmoBu, | loxkymentn, | Tun
roTOBOIO JIKAPCHKOI0 32c00y AKI SIKi MAIOTh | 3MIHHU
MaTh | OyTH HaaaHi
oyt
BHKOHAaHI
a) He3HAYHA 3MiHa y 3aTBep/sKeHUX 1,2,3,4 1,2 1A
MeTOAAaX BUIIPOOYBAHHS
0) BUJIy4YeHHSI METOAY BUIIPOOYBaHHS, 4 1 1A
SIKIIO BiKe 3aTBEPIKeHO AJIbTePHATHUBHUIA
MeTo/
B) CYTT€BA 3MiHa y OioJioriyHOMY/ IT
iMmyHos1I0TiYHOMY/iIMYyHOXIMiYHOMY MeTOI
BUNIPOOYBaHHA a00 MeTOi, Y IKOMY
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BHKOPHUCTOBYETHCH 0i0JIOTIYHUI peareHT,
a00 Ix 3amiHa, 200 y 0ioJI0OTIYHOMY
npenapari NopiBHAHHSA (CTAHIAPTHOMY
npenapari), o He 3a3HAYEHUH y
3aTBEPIKEHOMY MPOTOKOJIi

r) iHIi 3MiHN y MeTOAaX BUIIPOOYBaHb 1,2 Ib
(BKJIIOYAK0YH 3aMiHYy 200 JONIOBHEHHS)

I) OHOBJIEHHSI MPOIeAYPH BUNIPOOYBAHHS
JJISl IPUBEIEeHHS Y BiANMOBIIHICTS 3i
3MiHEHOI0 3arajbHOI0 ctarrero DY ado
€BponeiicbKoi papmakonei

2,3,4,5 1 1A

1) AJISl IPUBEJAEeHHSA Y BiAnoBigHicTh 3 DY
a00 €BponeicbKo0 papMaKoNeero Ta
BHJIYYEHHS NMOCHJIAHHS HA 3acTapijavid 2,3,4,5 1 1A
BHYTPILIHIA MeTOX BUNIPOOYBaHHA i HOT0
HOMep™

YmoBH

1. [JocnimkenHs 3 Bamijamii OyJad TMPOBEICHI BIAMNOBIIHO JO YWHHUX
dapmakorneiinux Bumor ado KepiBaux npunnunisa €EMA 3 Banmijaiiii aHaTITHYHAX
METOAWK (YMHHE BHUJAHHS), 1 pe3yJbTaTH MPOBEASCHUX  JOCIIIKCHBb
IITBEPKYIOTh, 1110 HOBa METOIMKA — 1JICHTUYHA 3aTBEPIKCHIM.

2. He O6y7no »KoaHMX 3MiH MEX 3arajJbHOTO BMICTY JIOMIIIIOK, HE BUSIBJICHO HOBUX
HEKBaT(hiKOBAHUX JOMIIIOK.

3. Metoau BunNpoOyBaHb BAIUIIUINCS HE3MIHHUMHU (HANpUKIAJ 3MIHUAJIACH
JOBKMHA KOJIOHKH a00 TeMIiepaTypa IMPOBEICHHS aHalli3y, ajie TUI KOJOHKH a0o
METOMKY HE 3MIHEHO).

4. Hogwnii METOJ BUIIPOOYBaHb HE HAJIC)KUTh 10
010J10TTYHUX/IMYHOO10I0TTYHUX/IMyHOXIMIYHUX METOIB a00 METOAY, IPHU SIKOMY
BUKOPUCTOBYEThCSI  O10JIOTIYHMI peareHT (32 BKIIOYEHHSM CTaHAAPTHUX
(bapmakorneiHux MiKpoO10JOTTYHUX METO/IIB).

5. 3aTBepKeHUI METO1 BUITPOOYBAaHHS BXKE Ma€ IMOCUJIAHHS Ha 3arajlbHy CTATTIO
JI®Y abo €Bpormeiichkoi (papmakornei, 1 Oyab-IKl 3MIHH € HE3HAYHUMHU Ta HE
BUMArarTh MEPETIsIY JOChE.

JlokymeHTALliSt

1. 3MiHM 110 BIAMOBITHUX PO3IUIIB PEECTPAIITHOTO JOCHE, BKIIOYAIOYU OTIHIC
METOJly aHami3y, 3BIT MpO JaHl 3 Badijalli, OHOBJIEHI crneuudikamii moa0
JOMIIIOK (SIKIIIO HEOOX1HO).

2. TllopiBHsanbHI JaHi Bamigamii a0o, SKIIO OOIPYHTOBAHO, MOPIBHSIBHI
pe3yabTaTH aHaJi3y, Kl MATBEPKYIOTh, IO 3aTBEPKECHUIN Ta 3alPOIIOHOBAHUN
METOJHM BHIPOOYBAHHS € IJCHTUYHMMH. L[ BMMoOra HE CTOCYETBCS BHUMIAAKY
JI0JIaBaHHS HOBOT'O METOJy BHIIPOOYBaHHSI.
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* Hemae HEOOXiTHOCTI MOBIIOMJISTH KOMIIETEHTHI OpraHd MpO MPHUBEICHHS Y BIAMOBIIHICTH 0
onomieHoi Mmonorpadii APV, €Bponeiicbkoi Gpapmakorei abo HaliOHATBHOI GapMakorei 1epKaBu
€C y pa3i, SKIIO HATAEThCSI IOCHJIAHHS Ha «IIIOYY PEAAKIio» Y JT0ChE 3apPEECTPOBAHOTO

JIKapChKOTo 3aco0y.

B.ILr.3. 3miHn, fKi CTOCYHOThCHA

BHPOOHHUYOIO0 NMPOLECY y peajJibHOMY 4aci ado

BHUIIYCKY 32 IapaMeTpaMHM JIs TOTOBOI'0
JIKapCcbKOIo 3aco0y

YmoBn,
AKi
MalOTh
oyt
BUKOHAaHI

Jdokymenrtu,
AIKi MaIOThH
OyTH HajaHi

Tun
3MIHH

11

Bb.IL.r) Cucrema KOHTeHHepP/3aKyNOPOBaJIbLHUM 3aCi0

Bb.ILr.1. 3mina y nepBUHHIN yIaKOBILi
roTOBOIO JIKAPCHKOI0 32C00y

YMoBH,
AKI
MalOTh
oyTH
BHKOHAaHI

JdoxkymenTu,
SIKi MAKOTh
OyTH HaaaHi

Tun
3MIHH

a) AAKiCHMH Ta KiJIbKiCHUH CKJIaJ

1. TBepai Jikapcobki gopmu

1,2,3

IA

2. M’sKi Ta HecTepUIbHI PIAKI JIKapChKi

¢hopmu

Ib

3. CrepuiibHi JiKapcbKi 3ac00U Ta
JIKapChKIi 3aco0u
0i0J10riYHOr0/iMyHOJIOTIYHOT O
MOXOAKECHHS

II

4. 3MiHA CTOCY€THCS 3HUKEHHSI CTyIeHS

3aXHCTy OHOBJIEHOI YIIAKOBKH, SIKII[O
HasIBHi BiAMOBIJAHI 3MiHU B yMOBax

30epiranHsi Ta/a00 CKOpPOYEHHSI TEPMIHY

NPUIATHOCTI

IT

0) TMII KOHTelHepa a00 J0JaAHHS HOBOI'O
KOHTeHHepa:

1. TBepai, M’iKi Ta HeCTEPUJIBHI PiAKi
Jikapcbki gopmu

1,2,35,6,

Ib

2. CrepuiibHi JikapcbKi 3aco0u Ta
JiKapCchKi 3aco0u
0i0JIOrIYHOr0/iMyHOJIOTIYHOT O
MOXOAKECHHS

IT

3. BuiiyyeHHsI IEPBUHHOI YIIAKOBKH, 1110

HE€ NMPU3BOJAMUTDH 10 MOBHOI'0 BUJIYYCHHHA

JIKapPCbKOIo 3aco0y 3 MeBHOI0 CHJIOKO [l

a00 y neBHil JikapcbKiid popmi

1,8

1A
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YmoBH

1. 3MiHa CTOCY€TbCS JIMIIE OJHOIO THUITY YIAaKOBKH/KOHTEHHEpa (HampuKIaz
3amiHa OxicTepa Ha OJicTep).

2. 3ampornoHOBaHMW TAaKyBaJIbHUW MaTepiadl TMOBUHEH OyTH 1ICHTUYHUM
3aTBEPHKEHOMY 32 BiJNOBIIHUMH BIACTUBOCTIMHU.

3. Po3mouaro mocmimpkeHHA CTaOLIBHOCTI BIAMOBIAHO 10 KepiBHUX NpUHIMIMIB
€MA mono nocmimxeHHs cradinbHOCcTI ado HactaHoB CT-H MO3Y 42-3.3:2004
ta CT-H MO3YVY 42-8.2:2013 (ynHHEe BUAAHHS) I MPUHAWMHI JBOX JOCIIIHO-
IPOMHUCIOBUX ab0 TPOMHUCIOBUX Cepid 13 3aJOBUIBHUMHU peE3yJibTaTaMu
CTaOUILHOCTI ~ MPOTATOM  TPHOX  MicsAlIB abo Ouibmie. OpHak, SKIIO
3alpONOHOBAHUM MMaKyBaJIbHUM Matepiajd OUIbII CTIHKHM, HDK 3aTBEpIKEHUN
(HampukIa mMarepian Oiictepa Mae OUIBINY TOBIIMHY), JIaHl IMIOJ0 CTaOLIBHOCTI
3a TpU MicAll Ie He JOCTynHi. MarwTh OyTH HajaHl TapaHTii TOTO, IO
JOCIIJKEHHST OyIyTh 3aBEpILEHI 1 OJpa3y MICs 3aBEpPIIECHHS JIOCHIIKEHb JlaHl
Oynyth Hanmani B lleHTp y pasi HeBIAMOBIAHOCTI crenu@ikaiisM ado HasBHOI
WMOBIPHOCTI BIIXWJICHb BiJ crenudikaiii HanpuKiHI[ TepMIHY MPUAATHOCTI (i3
3aMpONOHOBAHUMU 3aX0JaMH).

4. Po3mip(u) ymakoBKHM, sIKMH(1)  3aduIIUBCA(IUCH),  BIANOBIAAE(IOTH)
pEKOMEHAIlsIM I0J0 JO3yBaHHA Ta TPUBAJIOCTI JIIKYBaHHS BIAMOBIAHO 10
3aTBEPIKEHUX KOPOTKOI XapaKTEPUCTUKH Ta IHCTPYKIII Uil MEIUYHOTO
3aCTOCYBaHH$ JIIKAPCHKOTO 3ac00y.

JlokymeHTanist

1. 3MiHM 10 BIAMOBIIHUX PO3UTIB PEECTPALIIMHOTO TOCHE, BKIIFOYAIOYN OHOBJICHI:
KOPOTKY XapaKTEepPUCTHKY JIKAPCHKOTO 3aco0y, IHCTPYKIIIO I MEIUYHOTO
3aCTOCYBaHHS Ta TEKCT MapKyBaHHS HA YIAKOBIII (32 HEOOX1HOCTI).

2. BiamoBigH1 JaHl 100 HOBOI YMAKOBKHU (MOPIBHSJIBHI JJaH1 MPO MPOHUKHICTS,
Hanpukiag 1 Oz, CO,, Bosorn).

3. TlinTBep/KEHHSI BIICYTHOCTI (3a HEOOXITHOCTI) OyAb-iKOI B3a€EMOJII MIXK
JIKapChKUM 3acO00M Ta TMaKyBaJlbHUM MaTepiajioM (Hampukiag He OyIio
NEPEHECEHHS! KOMIIOHEHTIB 3alpOIlOHOBAHOTO IMaKyBaJILHOIO MaTepiany [0
JIKapChKOro 3aco0y Ta HaBMAaKW), BKIIOYAIOYM MIATBEPKEHHS TOro, IO
NaKyBaJIbHUM Marepian BiANOBiae YMHHUM (apMaKkONEeHHUM BHUMOTaMm II0/0
MakyBaJbHUX MarepiaiiiB abo 3akoHoAaBcTBY €C 11010 O€3MeKku B3aeMOJIli
MJIACTUKOBUX MaKyBaJIbHUX MaTEpialiB Ta yIIAKOBOK 3 XapUOBUMHU MPOTYKTAMH.

4. 3asBa TpPO TE, IO JOCTIHKEHHS CTaOLILHOCTI PO3MOYaTi BIAMOBIIHO JIO
KepiBaux mpuniunie €MA moao gociimpkeHHs: ctabiibHocTi a60 HactaHoB CT-
H MO3V 42-3.3:2004 ta CT-H MO3Y 42-8.2:2013 (uunne Bumanus) (i3
3a3HAYCHHSIM HOMEPIB cepiif) Ta (3a HEOOXITHOCTI) 1[0 HA MOMEHT BHECEHHS 3MiH
3assBHUKOM OyJI0 HaJJaHO HEOOX1AHUI MIHIMYM JIaHUX II0JI0 CTa01IBHOCTI 1 HasIBHI
JaHl HE BKa3yBalud Ha OyAb-sKy MpoOiieMy, MOB’s3aHy 31 CTaOUIbHICTIO. MaloTh
OyTH HajaHl rapaHTii, MO JOCIDKEHHS OyJayTh 3aBEpIIeH] 1 ojpaszy Micis
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3aBepIICHHS JOCIIIKeHb JaHl OyayTh HagaHl B LleHTp y pasi HEBIAMOBITHOCTI
cnenudikarisM abo HasgBHOI HWMOBIPHOCTI BIAXWJIEHb BiJ crerudikaiiii
HaIPUKIHII TEPMiHY MPUATHOCTI (13 3aIPONIOHOBAHUMH 3aXO0J[aMU).

5. Pesynbratu mocaimpKeHHs CTaO1IBbHOCTI, sIKI OyJM PO3IModYari BIAMOBIIHO JI0
KepiBuux npunnumis €MA mono nocuipkeHHs ctabinpHocti ado HacTaHoB CT-
H MO3Y 42-3.3:2004 ta CT-H MO3Y 42-8.2:2013 (uuHHE BHUJAHHS) 3a
BIMOBIIHUMHU TapaMeTpaMy, MPUHANMHI JJi1 ABOX JOCIIAHO-TIPOMHUCIOBUX a00
MIPOMHUCIIOBUX Cepiit J'IiI(apCBKOFO 3aco6y 13 3aJ0BIIbHUMM IMOKa3HHKAMH IIIOJIO
CTabUTBHOCTI MPUHAWMHI 3a TpH Micsii. [Ipu 1isoMy MaroTh OyTH HaJaH1 TapaHTii
TOTO, IO JOCTDKEHHS OyIyTh 3aBepiieHl 1 ojpa3y IICIs 3aBepIICHHS
TOCITIKEHB JaHi OyayTh HagaHi B LleHTp y pa3i HEBIAMOBIAHOCTI crienudikamisam
a00 HasgBHOI HWMOBIPHOCTI BIIXWJICHb BiJ crenudikailii HaMpUKIHII TEPMIiHY
MPUAATHOCTI (13 3aIPONOHOBAaHUMU 3aX0JIaMH ).

6. [lopiBHsuTbHA TAOJIUIISI BUMOT 3aTBEPXKEHOT Ta 3allPOIMIOHOBAHO1 crielu(iKalliif
(3a HEOOX1HOCT1).

7. 3pa3ku HOBOT CUCTEMU KOHTEIHEP/3aKyIOpIOBaIbHUM 3aci0 (32 HEOOX1THOCTI).

8. 3asgBa mnpo Te, WO PO3MIP(M) YMAKOBKH, SKUH(1) 3aJIUIIUBCS(JIUCH),
BIIMOBIAA€(F0Th) PEKOMEHAIISIM III0JI0 JO3YBaHHS Ta TPUBAJIOCTI JIIKYBaHHS
BIJIMOBITHO JIO 3aTBEPKEHUX KOPOTKOI XapaKTEPUCTHKU Ta ITHCTPYKIIT IS
MEJIMYHOT0 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Yy.

IIpumirka g0 nynkry b.IL.r.1.06. /{5 Oyab-gxoi 3MiHH, 110 TPU3BOAUTH J0 HOBOI JIKapChKOT
dbopmH, TPOBOJSATHCS 3MiHH, 1110 MOTPEOYIOTh HOBOI peecTpaltii.

Bb.ILr.2. 3mina napamerpiB cneuundikamiii YMmoBu, | JlokymentH, | Tum
Ta/a00 J0MYyCTUMUX MEXK NePBUHHOI AKI SIKi MAalOTh | 3MiHU
YIIAKOBKH FOTOBOI0 JIIKAPCHKOI0 32C00y MawTh | OyTH HaJaHI
oyTH
BHKOHAaHI
a) 3By:KeHHsI JONMMYCTUMMX MeX, BUsHavenux | 1,2, 3,4 1,2 1A
y cneuuikanii
0) 1onoBHeHHH cnenndikamii HOBUM 1,2,5 1,2,3,4,6 1A
NMOKAa3HUKOM 3 BIIIIOBITHUM METOA0M
BUINIPOOYBAHHSA
B) BWIYYEHHS HE3HAYHOI'0 MOKA3HUKA 1,2 1,2,5 IA
(HanmpuUKJIaJ, 3aCTAPLIIOr0 MOKA3ZHUKA)
r) foAaBaHHs a00 3aMiHAa MOKAa3HMKA 3a 1,2,3,4,6 Ib
pe3yJibTaTaMu J0CJIiI:KeHb 3 0e3neKu 200
SIKOCTI

YmoBHU

1. 3miHa He OOyMOBJICHA MOMEPETHBOIO EKCIEPTHU30I0, IO 3AIMCHIOBANIACH IS
nepersiAy  mapamerpiB  crenudikaiii  (HampuKIaa MOPOBEACHOK MiJ  Yac
EKCIEPTU3U PEECTPALITHUX MaTepialliB MPU peecTpallii ab0 BHECEHHI 3MIH THITY
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).
2. 3miHa He o0OyMoOBJeHa HemnependadyeHUMU OOCTaBUHAMHM Y  MPOIEC]
BUPOOHUIITBA.

3. Byap-ska 3MiHa Ha MOBMHHA BUXOIWTH 3a JOMYCTHMI MEXi 3aTBEpIKEHOI
cnerugikari.
4. Metonu BUMNPOOYBAHHS 3aTUIIAIOTHCS HE3MIHHMMH a00 Taki 3MIiHU €
HE3HAYHUMU.

5. DBynp-akuii HOBHHA METOJ BHUIPOOYBAHHS HE HAJIEKUTh JO HOBOIO
HECTaHJApTHOIO METOAY abd0 CTaHJAPTHOTO METOAY, L0 BUKOPHCTOBYETHCS Yy
HOBMI c110Ci0.

JlokymeHTanisi

1. 3MiHM 10 BIAMOBIAHUX PO3AUTIB PEECTPALIHHOTO JOCKE.
2. llopiBHsIIbHA TA0JIUIISI BAMOT 3aTBEP/IKEHOT Ta 3alpONOHOBAHOI crien(iKaiiiii.

3. Onmuc HOBOro MeToay BUNPOOYBaHHS Ta JaHI 3 Horo Bamijamii (3a
HEOOX1THOCTI).

4. Pe3ynpTaTM aHami3y I JBOX CEpiii NEpBMHHOI YIAaKOBKM 3a YyciMma
MOKa3HUKaMH, 3a3HAYEHUMU y crieln(IKarii.

5. OOrpyHTyBaHHS TOTO, 1110 TOKA3HUK € HE3HAYHUM a00 3aCTapLIUM.

6. OOrpyHTYyBaHHSI HOBOTO MOKA3HUKA SKOCTI Ta JOMYCTUMHUX MEX.

Bb.ILr.3. 3mina y MeTogax BUNIpoOyBaHHA YMmoBu, | Jlokymentu, | Tun
NMEPBUHHOI YIIAKOBKH I'OTOBOI0 JIIKAPCHKOT0 SAKi SIKi MAKOTh | 3MiHHU
3aco0y MawTh | OyTH HaaaHi
oyTH
BUKOHAHI
a) He3HAYHi 3MiHM y 3aTBEePIAKEHUX METOAAX 1,2,3 1,2 1A
BUIIPOOYBaHb
0) iHIi 3MiHM y MeTOAaX BUIIPOOYBaHb 1,3,4 1,2 1A
(BKJII0YAK04H 3aMiHy 200 J101aBAHHS)
B) BUJIYYE€HHSI METOAY BUIIPOOYBaHHs, S) 1 IA
SIKIIO B7Ke 3aTBEP/KEHO aJIbTePHATUBHUI
YMoBH

1. BigmoBigH1 IOCTIIKEHHS 3 Bajigarii Oyiud MpoBeIeHI BIAMOBIAHO JO YUHHUX
dapmakoneiinux Bumor ado KepiBHux npunuunisa €MA 3 Banmijganii aHaTITHYHAX
METOAMK  (YMHHE  BHJIaHHS),  1pe3yJbTaTU  MPOBEACHUX  JOCIIJIXKEHb
M1ITBEPIKYIOTh, 1110 HOBA METOJIMKA 1IEHTUYHA 3aTBEPIKCHIH.

2. Meroau BumpoOyBaHb 3aJIUIIWINCA HE3MIHHUMH (HANpUKIAA 3MiHUJIACH
JOB’KMHA KOJIOHKM ab0 TemrepaTypa MpOBEISHHS aHalli3y, ajie THIl KOJOHKH abo
METOJMKY HE 3MIHEHO).
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3. DBynp-skuii HOBUH MeTOa BHNPOOYBaHb HE HAJICKHTh JI0O HOBOTO
HECTaHJApPTHOTO METOAY ab0 CTaHJAPTHOTO METOIY, IO BHUKOPHCTOBYETHCSA Y
HOBHH CI10C10.

4. AO®l/roroBuii mkapchkuii 3acid HE € aKTHUBHOIO PEYOBUHOIO/IKAPCHKUM
3ac000M 010JI0TTIYHOTO/IMyHOJIOTIYHOTO TTOXO/KCHHSI.

5. Icuye 3aTBepmKeHHI METOT BUTIPOOYBAHHS JIJIsI TOKa3HUKA crienudikaiii, 1 me
METO/]I HE 3aTBEPKCHHI NMPU BHECEHHI 3MiHM TUTTy [A.

JlokymeHTALliSA

1. 3MiHM 10 BIANOBIIHUX PO3MIUTIB PEECTPALIMHOTO JOCHE, BKIIOYAIOYH OIHUC
MeTO1y BUIIPOOYBaHHS Ta 3BIT 3 HOTO Bajigalli.

2. HOplBHHHBHl I[aHl BaJIIIIaHII 360 SIKIITO O6YMOBJIGHO HOplBHHHBHl PE3YJbTaTUu
aHaJ'I13y, K1 HlIITBCpI[}Ky}OTI) IIIGHTI/ILIHICTB pGBYJ'II)TaTlB OTpPUMAaHHUX 34
34aTBCPIKCHUM Ta HOBUM MCTOAaMHU BI/IHpO6YBaHI>. L[e HC CTOCYETBHCA BI/IHaI[KiB
A0JdaBaHHA HOBOI'O MCTOY BI/IHpO6YBaHHH.

b.1L.r.4. 3mina ¢popmu ado po3mipy YmoBu, | Jlokymentu, | Tun
KOHTEeHHepPa YM 3aKYNOPIOBAJIBHOI0 3200y AKI SIKi MAKOTh | 3MiHHU
(mepBUHHOI YIIAKOBKH) MaTh | OyTH HaJaHi
oyt
BHKOHAaHI
a) HeCTepUIbHI JKapChKi 3ac00H 1,2,3 1,2, 4 IA
0) 3mina ¢gopmu ad0 po3Mipy OCHOBHOI 11

YACTHHH NMAKYBAJBHOI0 MaTepiajy, 1o
MO’Ke MaTH 3HAYHHUI BILUIMB HA 10CTABKY,
3aCTOCYBaHHs, 0e3MeKy Ta CTa0lIbHICTD
roOTOBOI0 JIKAPCHKOI0 32C00y

B) CTEPUIIbHI JiKapchbKi 3ac00u 1,2,3,4 Ib

YmoBHu

1. BincyTHi skicH1 a00 KiIbKICHI 3MIHU CKJIay MaKyBaJIbHOTO MaTepiaiy.

2. 3MiHa HE CTOCYETHCSI OCHOBHOI YaCTUHHU MAKyBaJIbHOI'O MaTepially, sSKa BILTUBAE
Ha JIOCTaBKYy, 3aCTOCYBaHHS, Oe3leKy Ta CTabUIbHICTh TOTOBOTO JIIKAPCHKOIO
3aco0y.

3. YV pa3i 3MiHH BUIBHOTO TPOCTOPY HAJI JIKApPCHKUM 3aco00M abo 3MIHH Yy
CIIBBITHOIIIEHHI ~ TOBEPXHs/00'€éM  JOCHIKEHHS  CTaOUIBHOCTI  PO3Movari
BianoBigHO 10 KepiBHux npunuumie EMA moa0 qociipkeHHs cTabiibHOCTI 200
HactanoB CT-H MO3V 42-3.3:2004 ta CT-H MO3VY 42-8.2:2013 (uuHHE
BUJIAHHS ) TIPUHAWMHI JJIS1 TBOX JOCIIIHO-TIPOMHUCIIOBUX (TPhOX — ISl JTIKAPChKUX
3ac00iB 010JIOTYHOT0/IMYHOJIOTIYHOTO TMOXO/KEHHS) ab0 IMPOMUCIOBUX Cepiit
JIKapChKOro 3aco0y 13 3aJ0BUIBHUMHM TOKa3HMKaMU WIOJI0 CTaOUIbHOCTI
NpuHaiMHI 3a Tpu Micsmi (IIICTh MICSIIB — JJIA JIIKAPCBKUX 3aco0iB
010J10T1YHOTO/IMYHOJIOTIYHOTO MOXO/KeHHs1). [lpu mpomy MaroTh OyTH HajaHi
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rapaTii TOro, 10 JOCIKEHHS OYIyTh 3aBEpICH] 1 0Jpa3y Micis 3aBEPIICHHS
JTOCITIPKEHb OTpUMaHi JaHi OyayTh HagaHl B LleHTp y pasi HEBIAMOBIIHOCTI
cnenudikamisM abo HasgBHOI HWMOBIPHOCTI BIAXWICHb Bia crenudikarii
HaIPHUKIHII TEPMIHY MPUATHOCTI (13 3aIPONOHOBAHUMH 3aX0aMHu).

JlokymeHTALliSA

1. 3MiHM A0 BIAMOBIIHUX PO3AUIIB PEECTPALIMHOTO JIOChE, BKIIOYAIOYU OITHUC,
JeTallbHe 300pa)KeHHs Ta CKJIaJ KOHTeiHepa a0 3aKymoplOBajIbHOTO MaTepiary
Ta (32 HEOOX1THOCTI), OHOBJICHI: KOPOTKY XapaKTEPUCTHUKY JIIKAPCHKOTO 3acO0y Ta
THCTPYKIIIIO JUISI METUYHOTO 3aCTOCYBaHHSI.

2. 3pa30K HOBOTO MaKyBaHHS (32 HEOOX1THOCTI).

3. JlocaymkeHHss 3 peBajifaimii MPOBOAWIUCA JJIA CTEPUIBHUX JIKAPCHKUX
3ac00iB, K1 MPOMIUIM KiHIEBY cTepumizamito. Ciia 3a3HayuTd HOMEpU cepii
JKapChKOTo 3aco0y, 1110 BUKOPUCTOBYBAIHUCH Y AOCIIKEHHSX (32 HEOOX1THOCTI).

4. YV pa3i 3MiHH BUIBHOTO MPOCTOPY HAaJ JIKapChKUM 3aco0oM abo 3MiHU
CIIBBIJIHOIIIEHHSI MOBEPXHs/00'eM Mae OyTH HajaHE MIATBEP/KEHHS TOTrO, IO
JTOCHIKEHHST CTaOLILHOCTI po3noyaTi BinoBiaHo A0 KepiBHux npuniumnie €EMA
1010 AOCTIIKEeHHs cTabiibHOCTI a00 HacTtanoB CT-H MO3VY 42-3.3:2004 ta CT-
H MO3VY 42-8.2:2013 (uunHe BumaHHs) (i3 3a3HAYCHHSIM HOMEpIB cepii
JIKapchKoro 3aco0y) Ta (3a HEOOX1AHOCTI) 0 HA MOMEHT MOJAaHHS 3asBU PO
BHeceHHs 3MiH Tuny [A abo Ib y posnopsmkenHi 3asiBHHKa OyB HEOOX1THUI
MIHIMYM JIlaHMX IIIOJI0 CTa0lIbHOCTI, 1 HasBHI JIaHI HE BKa3yBajlu Ha OYylb-sKY
npoOJsieMy, TOB’sA3aHy 31 CTaOUIbHICTIO. MarwTh OyTHM HaJaHI TrapaHTii, 110
JOCIIJKEHHST OyIyTh 3aBEpILEHI 1 OJpa3y MICIS 3aBEpPIICHHS JIOCHTIIKEHb JlaHl
Oynyth Hanmani B lleHTp y pa3i HeBIAMOBIAHOCTI crenu@ikaiisM abo HasBHOI
WMOBIPHOCTI BIIXWJICHb BiJl crieludikailiii HalpUKIHII TEPMIHY TPUAATHOCTI (i3
3aMpOIIOHOBAHMMHU 3aXO0IaMH).

B.IL.r.5. 3mina po3mipy ynakoBKH roroBoro YmoBu, | loxkymentun,| Tun
JIKapPCbKOro 3aco0y AKI SIKi MAKOTh | 3MiHH
MawTh | OyTu HagaHi
oyTu
BUKOHAHI
a) 3MiHa KIILKOCTi OMHULBL (HANPUKJIAJ,
Ta0JIeTOK, aMIyJI Ta iH.) B YIAKOBIIi:
1. 3mina y niana3oHi 3aTBepIzKeHUX 1,2 1,3 TAun
PO3MipiB YIIaKOBKH
2. 3miHa mo3a aiana3o0HoOM 3aTBePHAKEHNX 1,2, 3 Ib
PO3MipiB YIAKOBKH
0) BIJIy4YeHHsI YIAKOBKH NMEBHOT0 PO3Mipy 3 1,2 1A
B) 3MiHa Macu/00'eMy BMICTY KOHTeiiHepa II
0araTo/1030B0ro CTepuJIbLHOI0
JIKapcbKOro 3aco0y (ado 01H0/1030B0I0,
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YaCTKOBOI0 BUKOPHUCTAHHS) Ta
0araromg030B0ro JiKapchbKoOro 3acooy
0i0J10riYHOr0/iIMyHOJIOTIYHOT O
MOXO/IKEeHHS /ISl MAaPEeHTEePAJIbHOI0
3aCTOCYBAHHS

r) 3MiHa Macu/00'eMy BMicTy KOHTeiiHepa 1,2,3 Ib
0araTo/1030B0ro JikapchbKoro 3acody s
HelnapeHTepaJbHOI0 3aCTOCYBaHHA (200
0IHO030BOI0, YACTKOBOI'0
BUKOPHMCTAHHSA)

YmoBHu

1. HoBuii po3Mip yHmakoBKM TOBHHEH BIJANOBIJATH JIO3YBAaHHIO 1 TPHUBAJIOCTI
JIKYBaHHSI BIJIMOBIJTHO JIO 3aTBEP/KEHOT KOPOTKOI XapaKTEPUCTUKHU Ta THCTPYKIIIT
JUTSL MEIMYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y.

2. IlepBuHHMI MaKyBadbHUN MaTepiasl HE 3MIHUBCH.

3. Po3mip(n) ymakoBkH, SKWi(1)  3aIUIIUBCA(JIUCH)  BIANOBIIAE(IOTH)
pPEKOMEHJAIIsIM 100 JO03YBaHHS Ta TPUBAJIOCTI JIIKYBaHHS BIAMOBIIHO 10
3aTBEP/KEHUX KOPOTKOI XapaKTepUCTHUKHA Ta I1HCTPYKUIL JUIsI MEIUYHOIrO
3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Yy.

JlokymMeHTALliS

1. 3MiHM A0 BIAMOBIAHUX PO3IUIIB PEECTPAIIIHHOTO JOCHE, BKIFOUAIOUYU OHOBJIIEHY
KOPOTKY XapaKTEePUCTHKY JIIKAPCHKOTO 3ac00y (32 HEOOXITHOCTI).

2. OOrpyHTYBaHHS HOBOTO/HE3MIHEHOTO PO3MIPY YMAKOBKU Ta IMiATBEPKECHHS,
0 HOBUW/HE3MIHEHWW PO3MIP YIAKOBKH BIJAMOBIAAE CXeMl JO3yBaHHS Ta
TPUBAJIOCTI JIIKyBaHHS, 3aTBEPHKCHUM Yy KOPOTKIA XapaKTEPUCTHIIl JIIKAPCHKOTO
3aco0y.

3. 3asBa, MO MOCHIIKEHHS CTAaOLIBHOCTI OyIyTh MPOBOAUTHUCH BIJMOBIAHO 0
KepiBaux npuniunie €MA moao gocnipkeHHs: ctadbiibHOCTI @00 HacTaHOB CT-
H MO3VY 42-3.3:2004 ta CT-H MO3YVY 42-8.2:2013 (uuHHE BHWIaHHS), SKIIO
MOKA3HUKU CTaOULIBHOCTI OyAyTh 3MiHeHi. JlaHi MarTh OyTH MpeacTaBieHl B
[entp mnume y pa3l HEBAMOBIAHOCTI croenudikamisM (3  BiAMNOBIAHOIO
MIPOTIO3HUIIIEIO).

Ipumirka 10 nyukry B.ILr.S, mianyHkrtiB B) Ta r). byas-axi 3MiHu y cuil Aii JIIKapcbKoro

3ac00y MOTpeOyIOTh MPOBEEHHS HOBOI PeeCTpaltii.

B.ILr.6. 3mina Oyab-sKOi YyacTUHU MaTepiany | YmoBu, | JlokymenTn, | Tun
MePBUHHOI YIIAKOBKH, III0 HE KOHTAKTYE 3 AKI SIKi MAIOTh | 3MIHH
rOTOBHMM JIKAPCbKUM 3aC000M (HANIPUKIAJ MawTh | OyTH HajJaHi

KOJIip KPUILIEYOK 3 KOHTPOJIEM NepPIIoro oyt

BIIKPHUTTS, KOJIIp KOAOBHUX Kijlelb Ha BHKOHAaHI

aMIyJiax, KOHTeiiHepa JJIs T0JIOK (Pi3Hi BUIH
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MJIACTMACH))

a) 3MiHa, sIKa BILJINBA€ HA KOPOTKY 1 1 TAun
XapPAKTEPUCTHKY JIKAPCHKOro0 3ac00y

0) 3MiHAa, sIKa He BILIMBA€ HA KOPOTKY 1 1 IA
XapaKTEePUCTHKY JIKapCbKOro 3acoly

YmoBHU

3MiHa HE CTOCY€ThCS Ti€l YAaCTMHU TMaKyBaJbHOTO Marepiany, sika O Morja
BIUIMHYTH Ha JOCTaBKY, 3aCTOCYBaHHs, Oe3leKy Ta CTaOUIbHICTh TOTOBOTO
JIKapChKOT0 3ac00Y.

JlokymeHTanist

3MiHU 70 BIAMOBIAHUX PO3JAUIB PEECTPAIIHHOTO JOChE, BKIIOYAIOUU OHOBJICHY
KOPOTKY XapaKTEPUCTHKY JIIKAPCHKOTO 3ac00y (32 HEOOXITHOCTI).

Bb.ILr1.7. 3mina nocrayaJibHMKA NAaKyBaJAbHUX | YMOBH, | lokymenTn,| Tun
MarepiajiB 200 KOMILIEKTYHOYHX (AKILO AKI SIKi MAKOTh | 3MiHHU
3a3HAY€EHO B JI0CHE) MAalOTh OyTH HagaHi
oyt
BHKOHAaHI

a) BUJIYYCHHS NMOCTAYAJIbHUKA 1 1 1A

0) 3amina a00 J01aBaHHSI NOCTAYAJIbHUKA 1,2,3,4 1,2,3 1A

B) OyAb-fIKa 3MiHA MOCTAYAJIbHHKA I

creiicepiB /151 J030BAHUX iHTAJIATOPIB

YMoBH

1. Koguux BWIy4YeHb y KOMIIOHEHTaX YIAKOBKA a00 KOMIUIEKTYIOUUX He
Bi10yJ1OCS!.

2. KinpkicHHH Ta SKICHUW CKJIAJl MaKyBaJIbHOTO MaTepialy/KOMILIEKTYIOUUX Ta
MPOEKTHI crierudikariii He 3MIHUIINCA.

3. Cnenudikarrii Ta METOJIM KOHTPOJIIO SKOCTI MPUHAWMHI 1IEHTUYHI.

4. Metoj Ta yMOBU CTEpIUITI3AIlii 3AJIMIITAIOTHCS HE3MIHHUMH (32 HEOOX1THOCTI).

JlokymMeHTaList

1. 3MiHM 10 BIATOBITHUX PO3ALTIB PEECTPAIIHHOTO JIOCHE.

2. JIns KOMIUIEKTYIOUMX JUIsl  JIIKAPChKUX 3ac00IB  —  MIATBEPIKEHHS
CE-mapkyBanns (ceptudikat CE) abo BucHOBOK, Buaanuit MO3, npo Oe3nexky
KOMILJIEKTYIOUUX.

3. IopiBHsIBPHA TAONHIIS 3aTBEPKEHOI Ta 3alpPOMOHOBAHOI crienudikaliii, Ko
HEOoOX1/IHO.

Mpumirka. CE-mapkyBanus (CE-marking) — ckopodenns Bix Conformit Europeane (€Bporneiicbka
BIJIMOBIIHICTh) — OCOOJIMBHI 3HAK, SKUH HAHOCHUTHCS Ha BHUpPIO, 1 3acBiadye, MmO el BUPIO
BiJIMIOBiJa€ OCHOBHUM BUMOTaM €BpONEHCHKUX JIMPEKTHUB 1 M0 BiH MPOUIIOB MPOIEAYPY OIIHKU
BianmoBimHocTi JlupektuBam. MapkyBanns «CE» Bkazye Ha Te, 1m0 BHUpPIO € Oe3meyHuM is
3JI0pPOB’sl JIFOJIMHU, & TAKOXK JIJISI HABKOJIMITHHOTO CEPEIOBUIIIA.
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B.11.x) CTadinbHicTh

b.IL.a.1. 3mina y TepMmiHax npuaaTHOCTI 200
yMOBax 30epiraHHsi roTOBOI0 JiKapcbKOro
3aco0y:

YMoBH,
AKI
MAaIOTh
oyTH
BHKOHAaHI

JlokyMeHTH,
AIKI MAaIOTh
OyTH HagaHi

Tun
3MIiHH

a) 3MeHIIEeHHS TePMiHYy NPUAATHOCTI
rOTOBOI0 JIKAPCHKOTI0 32c00Y:

1. JI1si TOProBoi yHaKkOBKH

TAun

2. Ilicaist mepuioro po3KpuTITs

|

TAun

3. Ilicsist po3unHeHHs 200 BiITHOBJICHHS

i
NI
wwlw

TAun

0) 30i71b1ICHHS TEPMIHY PUAATHOCTI
rOTOBOI0 JIKAPCHKOro 3ac00y:

1. Jl;ist TOProBoi ynakoBKHU
(MiATBEPIKY€ETHCS JAHMMHU PeaTbHOT0
qacy)

1,2,3

Ib

2. Ilicaist mepuIoro po3KpuTTs
(miATBEPAKY€ETHCHA JAHMMHU PeabHOI0
yacy)

1,2,3

Ib

3. Ilicsist po3unHeHHs a00 BiIHOBJICHHA
(miATBEPAKYETHCH JAHMMHU PeabHOI0
qyacy)

1,2,3

Ib

4. 30i1b1IICHHS TePMiHy IPUIATHOCTI Ha
OCHOBI eKCTpanoJfALii pe3yJbTaTiB
HOCJiIKEHHSI CTA0IJILHOCTI, MPOBEIEeHUX
He y BigmosiaHocTi 3 BuMoramu KepiBaunx
npuHuuniB EMA 1moa0 10caiKeHHA
crabisibHocTi 200 Hactanos CT-H MO3Y
42-3.3:2004 ta CT-H MO3Y 42-8.2:2013 *

IT

5. 30UIbLIEHHA TePMiHY PUIATHOCTI
JIKaApCHKOIo0 3ac00y
0i0JIOrIYHOr0/iMyHOJIOTIYHOT O
MOXO/JKECHHSI HA OCHOBI pe3yJIbTaTIB
AOCJTiIKEHb CTA0IILHOCTI, MPOBEIEeHUX
BIIMOBITHO /10 3aTBEP/I?KEHOT0 MPOTOKOJIY

1,2,3

Ib

B) 3MiHA B yMOBaX 30epiraHHs JikKapcbKoro
3aco0y 010JIOTiIYHOT0 MOXOAKEHHS, IKIO0
HOCJIIIKEHHS CTA0IILHOCTI OyJIn
NPOBe/eHI He Y BiANMOBIAHOCTI /10
3aTBEP/IKEHOT0 MPOTOKOJIY

IT

r) 3MiHa B yMOBaXx 30epiraHHsi roT0BOro
JIKapCcbKOro 3aco0y ado micist

1,2,3

Ib
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PO34YMHEHHS/BiITHOBJICHHSA

) 3MiHA y 3aTBEP/I’KEHOMY IIPOTOKOJIi

. . 1,2 1,4 1A
cTadiJaLHOCTI

YmoBHU

1. 3miHa He oOyMmOBIeHa HemependaueHUMU OOCTaBHHAMHM Yy TIPOIIECi
BUPOOHMIITBA 200 TIEpECTOPOraMu 010 CTAOUTEHOCTI.

2. 3MiHa HE CTOCYETHCSI PO3IIUPEHHSI KPUTEPIiB MPUHUHITHOCTI ISl TapaMeTpiB,
BUJTYYCHHSI MMapaMeTpiB IOJI0 BUBYEHHS CTAOLTHPHOCTI ab0 3HWKEHHS YacTOTH
BUNPOOYBaHHS.

JlokymeHTanist

1. 3MiHM [0 BIANOBIJHUX PO3JIIB PEECTPALIMHOTO JOCHE IMOBUHHI MICTUTH
pe3ynbTaTH AOCTIHKeHb CTaO1IBHOCTI Y pealiIbHOMY 4Yaci (1110 BKJIFOYAOTh MOBHUN
TEPMIH MPUIATHOCTI), MpOBeAeHUX BIANOBIIHO 10 KepiBHux npunmumiz €MA
11010 AOCTIIKEeHHs cTabiibHOCTI a00 HactanoB CT-H MO3VY 42-3.3:2004 ta CT-
H MO3V 42-8.2:2013 (umHHE BWIaHHS), TNPUHANMHI Ha JBOX JOCHIJIHO-
IIPOMHCIIOBHX CEPisX' TOTOBOTO JIKApCHKOTO 3aco0y y 3aTBEPIKEHIN YIIaKOBIIi
Ta/abo micasi TEepIIoro PO3KpUTTS, ab0 BITHOBIEHHS (3a HeoOXigHOCTI). 3a
noTpeOu MaroTh OyTH BKIIIOUYEHI PE3YJITATH MIKPOOIOJIOTTYHUX JOCIIIKEHb.

2. OHOBIIEHI: KOpPOTKa XapaKTEPUCTUKA JIKAPCHKOro 3acoly, IHCTPYKIS st
MEUYHOTO 3aCTOCYBAaHHS Ta TEKCT MAPKYBaHHS Ha YIaKOBIII.

3. Komis 3aTBepmkeHoi crienudikaiiii HampyUKIHI TEPMiHY MPUIATHOCTI TOTOBOTO
JKapChKOro 3aco0y Ta, AKIIO HEeOoOXiaHOo, crherudikallii Ha JIKapChKUil 3aci0
ICJISt PO3YMHEHHS/BITHOBJICHHS 200 MEPIIIOTO PO3KPHUTTSL.

! Nocnigno-npommcnoBa cepis Moxke OyTH NpuiiHATa i3 3000B’A3aHHAM IIATBEPAWTH TEPMiH
NPUAATHOCTI HA TIPOMUCIIOBIH cepii.

* ExkcTpanonsiis He 3aCTOCOBY€ETHCS A0 JIKapChbKUX 3ac001B 01010TTYHOT0/IMyHOJIOTTYHOTO
MIOXOJIPKEHHS.

b.11.e) IIpoexTHUII mpoCTip Ta micJsApeecTPANIHHUN MPOTOKOJ YIIPABJIiHHSA
3MiHaAMM

b.Il.e.1. BBeieHHsI HOBOTO POEKTHOIO YMmoBu, | Jlokymentu, | Tun
NMPOCTOPY 200 PO3MIMPEHHS 3aTBEP/IKEHOT 0 AKI SIKi MAKOTh | 3MiHHU
JJIs1 TOTOBOTO JIIKAPCHKOTIO0 3ac00y (3a MalTh | OyTH HaJgaHi
BHHSATKOM JIIKAPCbKHUX 32C00iB 0i0/10ri4HOTO oyt
MOXOKECHHS) 100 BHKOHaHI

a) oAHOr0 a00 OlibIle eJIEeMEHTIB 1,2,3 1|

BHPOOHHUYOIO0 NMpoiecy rorToBOro
JIKapCbKOro 3ac00y, BKJINYAI0YH
KOHTPOJIb y NpoLeci BUPOOHUIITBA Ta/a00
BUIIPOOYBAHHSI




60
[IponoBxenHs nonatka 17

0) MeTo1iB BUNIPOOYBaHb JJIs1 IOTMIOMIiZKHHMX 1,2 3 1|
Pe40BHUH/TIPOMIKHUX MPOAYKTIB Ta/a0d0
rOTOBOI0 JIKAPCHKOI0 32C00y

YmoBHU

1. PesynpTaTé HOCHIIKEHH PO3POOKH JiKapChKoro 3aco0y abo BUPOOHUYOTO
nporecy  (BKIIOYAIOYM — JOCTDKEHHS OLIHKK  PHU3UKYy Ta  OaraToMipHi
JOCTIPKEHHS, SKIIO HEOOXITHO), fAKI JEeMOHCTPYIOTh, IO (PyHKIIOHATbHA
B3a€MOJIIsl BJIACTUBOCTEW MaTepiady Ta MapamMeTpiB MpoIecy, SIKi MOXYTh
BIUIMBATH HA KPUTHYHI XapPaKTEPUCTUKU SIKOCTI TOTOBOTO JIKApCHKOTO 3acoly,
Oyna 1ocsATHyTA.

2. Onmuc mpoekTHOro mpocTopy y (opmi Tabnuil, BKIIOYAIOYH 3MiHHI
(BMacTHBOCTI Marepialy Ta MapaMeTpu Mpolecy, SKIIO HEOOXiAHO) Ta ixX
3aMpONOHOBAHI JI1alTa30HH.

3. 3MiHU 70 BIINOBIIHUX PO3JILIIB PEECTPALIIMHOTO JTOCHE.

b.1l.e.2. BHeceHHs1 3MiH micid 3aTBepJ:KeHHs | YMoBH, | [lokymenTn,| Tun
NMPOTOKOJIY YIIPABJIIHHA 3MiHAMM JJI51 AKI SIKi MAKOTH | 3MiHH
roTOBOIO JIKAPCHKOI0 32C00y MaTh | OyTH HaJaHi
oyt
BHKOHAaHI
1,2,3 I1
JlokymMeHTaLlis

1. leTanbHUI ONKC 3aMpONOHOBAHOI 3MiHHU.
2. IIpoToKoa ynpaBiiHHS 3MiHAMU ISl TOTOBOTO JIIKAPCHKOTO 3ac00y.

3. 3miHa 70 BIAMOBIIHOTO PO3AUTY(iB) TOCKE.

b.11.e.3. BuiiyyeHHs 3aTBepPAKEHOT 0 YmoBu, | lokymentn,| Tun
MPOTOKOJY YIPABJIiHHSA 3MiHAMM LIS AKI SIKi MAIOTh | 3MIHH
roTOBOIO JIIKAPCHKOI0 32c00y MaKTh | OyTH HajaHi
oyTH
BHUKOHaHI
1 1,2 TAun
YMoBH

ButyueHHsl He CIpUYMHEHO HemepeadaueHUMU oOCTaBUHAMU ab0 pe3yJjibTaTamMu
BUNPOOYBaHb, IO BUXOMSATh 32 MEXI crenudikaiiil mja Jyac BHECEHHS 3MiHU,
OMHMCAHOI y MPOTOKOJI, Ta HE Mae€ OyJp-gKOro BIUIMBY Ha i1HQopmaIlloo y
3aTBEPIKEHOMY JIOCHE.

JlokymeHTALlISA

1. OGrpyHTYBaHHS 3aPOMOHOBAHOTO BIITYYCHHSI.

2. 3miHa 70 BIAMOBITHOTO PO3AUTY(1B) peECTPAIliiHOTO JOCHE.
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Bb.11.e.4. 3minu 10 3aTBepPAKEHOT0 MPOTOKOAY | YMOBH, | [lokymenTn,| Tun

YHNPAaBJIiHHA 3MiHAMH AKI SIKi MAKOTh | 3MiHHU
MAaIOTh OyTH HagaHi
oyt
BHKOHAaHI
a) 3HAYHI 3MiHM /10 32TBEPIAKEHOT 0 I

NMPOTOKOJIY YIIPABJIIHHA 3MiHAMU

0) He3HAYHI 3MiHM /10 3aTBEPAKEHOT0
NpPOTOKOJIY praBJI.iHHﬂ 3MiHaAMM, SIKi He 1 1B
3MIHIOKOTh CTPATerilo, 0 BU3HAYEHA Y
NMPOTOKOJIi

JlokymeHTanist

3asBa mpo Te, MmO OyAb-sKa 3MiHA NOBMHHA OyTM B paMKax Jlana3oHy
3aTBEp/KEHUX MexX. J[0aTkoBO 3asBa MpO Te, MIO OILIHKA IMOPIBHAHHOCTI HE
BUMAraeTbcs JUisl 01070TTYHUX/IMyHOJIOTTYHUX JIIKAPCHKUX 3aCO01B.

Bb.11.e.5 BHeceHHs 3MiH, 110 nepeadayveHi y YMmoBu, | loxkymentn,| Tun
3aTBePAKEHOMY MPOTOKOJIi YIIPABJIiHHS AKI SIKi MAalOTh | 3MiHHM
3MiHAMH MawTh | OyTH HaZaHi
oyt
BHKOHAaHI
a) BHECEHHSs 3MiH He BUMAra€ 0yab-aKux 1 124 IA
NOAATBIINX MiATBEPIKYBATLHUX TAHHX T "
0) BHeCEHHS 3MiHH BUMATa€ MoJAaJIbIIuX 1234 IE
MiITBEP/’KYBAJTBLHUX JTAHUX T
B) BHECEHHSI 3MiHHU ISl
0i0J10rIYHOT0/IMYHOJIOTIYHOT O 1,2,3,4,5 Ib
JIKaApCHhKOIo0 3ac00y
YMoBH

1. 3anpornoHoBaHa 3MiHa OyJia BIPOBAHKeHA MOBHICTIO BiJIMOBIIHO 10
3aTBEP/KEHOTO TPOTOKOJTY YIIPaBJIiHHS 3MiHAMU, IKH BUMarae HeraifHoOTo
MOB1JIOMJICHHSI MICJIs 1i 3aCTOCYBaHHS

JlokymMeHTaList

1. IlocunanHs Ha 3aTBEPAXKEHHUM MPOTOKOJI YIPABIIIHHS 3MIHAMHU.

2. 3asBa mpo Te, 10 3MiHA BIANOBIAAE 3aTBEPAKEHOMY MPOTOKOIY YIPABIIHHS
3MIHAMHU Ta 10 pPE3yJbTaTh JOCHDKCHHS  BIJMOBIJAIOTH  KPUTEPISIM
MPUIHATHOCTI, SIKI BKa3aHl y mpoTokoji. JloJaTkoBo 3asiBa Mpo Te, IO OIliHKa
MOPIBHAHHOCTI HE BHUMAraeThCs ISl O10JOTIYHHMX/IMyHOJOTIYHHUX JIIKAPCHKUX

3aco0iB.

3. PesynpraTH moCHiIKEHBb, SKI TPOBEJCHI BIAMOBITHO JI0 3aTBEPIKEHOTO
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MIPOTOKOJIY YIPABIIHHS 3MIHAMH.
4, 3miHa 0 BiAMOBITHOTO PO3/1ay(iB) JOCHE.

5. Komis 3aTBepxennx crenudikaliiii Ha TOTOBHUH JIIKapChbKUH 3acio.

b.Il.e. be3neka CTOPOHHIX areHTiB

b. Il.e.1. OnoBaenns indopmanii «Ouinka YMmoBu, | JlokymenTH, | Tun
0e3neKu CTOPOHHIX areHTiB» (po3aia 3.2.A.2) AKI SIKi MAKOTh | 3MiHHU
MAaIOTh OyTH HaaaHi
oyt
BHKOHAaHI

a) eTany BUPOOHULBA, AKI JOCTIKYIOThCS
BIIEpILIE 1100 OJJHOr0 200 OlibIIe II
CTOPOHHIX ATeHTIB

0) 3aMiHa 3acTapiiiuX JQ0CTiIKeHb,
NMOB'SI3aHMX 3 eTallaMi BUPOOHUIITBA Ta
CTOPOHHIMH areHTaAMU, PO AKi Bake
MOBITOMJISIJIOCH B IOChE

1. 3i 3MiHOI0 OLIiIHKHM PU3HUKY 11
2. be3 3MiHU OLiIHKHM PU3UKY 1,2,3 Ib
JlokymMeHTaList

1. 3MiHM 10 BIAMOBIAHUX PO3ALIIB PEECTPALIIHOTO JOCKE, BKIIFOYAIOUX HOBI
JOCJTIKEHHS 3IaTHOCT1 1HAKTUBYBATH CTOPOHHI areHTU Ha eTarax BUPOOHMIITBA.

2. OOrpyHTyBaHHS TOTO, IO JOCIIKEHHS HE 3MIHIOIOTH OIIIHKY PU3HUKY.

3. OHOBIIEHI: KOPOTKa XapaKTEPUCTUKA JIIKAPCHKOTO 3aC00y, THCTPYKIIiS IS
MEIUYHOTO 3aCTOCYBAHHSI Ta TEKCT MapKyBaHHS Ha YIaKOBIN (SKIO HEOOX1THO).

b.II1. CEPTU®IKAT BITHOBITHOCTITE-CEPTU®IKAT
BIIIOBIJHOCTI €EBPONENCBHKIA ®APMAKOIEI/MOHOI'PA®II

B.I11.1. IToxaHHsi HOBOro 200 OHOBJIEHOT 0 YM()].m, Hoxymentn, | Tun

ceprudikaTa BiIMOBIAHOCTI 200 BUJIyYeHHS Kl 6’"“ MaloTe | SMIHH
ceprudikara BinnoBigHocti €Bponeicopkiii Mﬁame yTH HajaHl
(papmakomnei: ym -
BUKOHAHI
niasa ADI;

IJIs1 BUXiZTHOT O
Martepiajay/peareHTy/IpoMisKHOTO
NPOAYKTY, 10 BUKOPUCTOBYIOTHCH Y
BUPOOHUITBI ADI;

JJIS1 IOTIOMI2KHOI Pe40OBUHH
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a) ceprudikar BignoBigHocTi €BponeiicbKin
dbapmaxonei

1. HoBuii cepTrudikar Bix Bxke
3aTBEP/IKEHOT0 BUPOOHHMKA

1,234,
56,9

1,2,3,4,5

IAHH

2. OHoBJIeHHi1 cepTudiKaT BiJ Bxke
3aTBEPAKEHOr0 BUPOOHMKA

1’ 2! 3’ 41

1,2,3,4,5

IA

3. HoBuii ceprudikar Bix HOBOro
BUPOOHHKA (3aMiHa 200 JONIOBHEHHS)

1’ 2! 3’ 41
56,9

1,2,3,4,5

TAun

4. Buiyyenns ceprudikarib (32 HASIBHOCTI
MYJILTHILJIETHOTO cepTu(ikaTa HA
MarepiaJ)

IA

5. HoBuii ceprudikar Ha HeCcTepUIbLHUI
A®DI, ssxuii Oye BUKOPUCTOBYBATUCH JJIS
BHPOOHHMUTBA CTEPUIBHOIO JiKAPCHKOI0
3ac00y, IKII0 BOJa BUKOPHCTOBYETHCSH HA
OCTAHHIX eTanax CHHTe3y Ta MaTrepiaj He
BUIbHUI Bil 0aKTepiaJibHUX €HIOTOKCHHIB

1,2,34,5,

Ib

0) 'E-ceprudikar BixnmoBinHocTi
€BponeiichKiil papmakonei 1
A®DI/BuxinHoOro
Martepiasy/peareHTy/IpoMisKHOTO
NMPOAYKTY 200 10MOMiKHOI pe4OBHMHH

1. HoBmii ceprudikar 1 A®PI Bix HOBOrO
a00 BiKe 32aTBEPAKEHOI0 BUPOOHHUKA

3,99

1,2,3,4,5

IA]—m

2. HoBHII cepTH(dikaT 1151 BUXiTHOTO
Marepiajay/peareHTy/IpoMisKHOT0
MPOAYKTY 200 J0MOMiKHOI PEYOBHUHH BiJ
HOBOI'0 200 BiKe 32aTBEPHAKEHOI0
BHPOOHHMKA

3,7

1,2,3,4,5

IA

3. oHOBJIeHUII cepTuikaT BiJ BiKe
3aTBEP/KEHOTr0 BUPOOHHMKA

1,2,3,4,5

IA

4. BuiyueHHs cepTudikaris (y BUIAAKY
HAsIBHOCTI MYJIbTHILIETHOTO cepTudikara
Ha MaTepiaJ)

IA

5. HOBHI1/OHOBJICHUI cepTH(IKAT BijJ Bxke
3aTBEPAKEHOTr0/HOBOI0 BUPOOHMKA, 1110
BUKOPHMCTOBY€E MaTepiau JHOIACHKOro adbo
TBAPUHHOTO MOXO/ZKEHHS, /15l AKUX
BHMATa€ThbCs OLiIHKA PU3UKY LIOJ0
MOTEHUIITHOTO 3a0py/AHEHHS CTOPOHHIMU
areHTamMu

II

YmoBHu

1. Cnenudikamii npu BUNYCKY Ta HANPUKIHII TEPMIHY MPHUIATHOCTI TOTOBOIO
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JKapChKOT0 3aC00Y 3aIUIIAI0ThCS HE3MIHHUMH.

2. He3minHi (32 BUHATKOM 3BYKE€HHS) JOJIATKOBI (10 €Bporneiichkoi dapmakornei)
crienudikarii moa0 JOMIMIOK (32 BUHATKOM 3aJUIITKOBUX PO3YMHHUKIB 32 YMOBH,
10 BOHU BIMOB1al0Th KepiBHUM mnpuHItunaMm €MA) Ta BIJIMOBIIHI BUMOTH JI0
OpOAYKTY (Hampukian mpodidal po3Mmipy 4acTok, moiiMopdua ¢dopma), AKIIO
HEeOOX1THO.

3. BupoOumuuii mpormec A®DI, BuxigHOro Marepianxy/peareHTy/IIPOMiINKHOTO
OPOAYKTY HE BKJIIOYAa€ BUKOPUCTAHHS MaTepialy JOJACBKOr0 ab0 TBApHUHHOTO
MOXOJIKEHHSI, JIJIsI SIKOTO TMPOBOIUTHCS OLIIHKA JaHUX MIO0 BIPYCHOT O€3MeKH.

4. Tinbku st A®I HeoOX1THO MPOBOAUTH AOCIIJKEHHSI 0€3MOoCepeHbO Mepe
BUKOPUCTAHHSAM, SIKIIO TEPiOA TOBTOPHOTO BUIIPOOYBAaHHS HE BKIIOUCHUN [0
ceprudikara BiAMOBIAHOCTI €Bpomeichkiid ¢apmakomnei abo SKIIO JaHl MO0
NEePI0IMYHOCTI MOBTOPHOTO BUMIPOOYBAHHS III€ HE MPECTABICHI Y JTOChE.

5. A®I/BuxinHuii mMaTepiay/peareHT/IPOMDKHUAN MPOAYKT/AOMOMIXKHA PEYOBHHA
HECTEPHJIbHI.

6. s pocnuaHnx A®I: nuisx BupoOHUIITBA, (izuuHa ¢GopMa, EKCTpareHT Ta
CIIBBIJHOIIICHHS  €KCTPAareHT/KIHIIEBUHA  €KCTPaKT  IOBHHHI  3aJIUIIATHCS
HE3MIHHHUMHU.

7. Skmio KemaTMH TBapWHHOTO TIOXO/DKEHHS OyJe BHUKOPHUCTOBYBAaTHCS B
JIKapChKOMY 3ac001 JJi1 MapeHTEPATIbHOIO BBECHHS, BiH TOBUHEH BUPOOISATUCS
JIUIIE 3T1THO 3 BIAMOBITHUMH BUMOTaMU KpaiHU TTOXOIKEHHSI.

8. ITpuHaitmMH1 o1MH BUPOOHMK 11 TOoro camoro A®I 3anumaerbest y 4OChE.

9. SMxmo nectrepunbHul A®I Oyne BHUKOPUCTOBYBATHCS IJIsi BHUPOOHUIITBA
CTEPUJIBHOTO JIKapChKOTr0 3ac00y, TO BIAMOBIIHO A0 cepTUdikaTa BiAMOBIIHOCTI
€Bporeiicekiil  papmakorei Boga HE BUKOPHUCTOBYETHCS Ha OCTaHHIX eTarax
CUHTE3Yy, a00 SIKIIO BOJA BUKOPUCTOBYETHCS, TO ADI Mae TakoX 3asBISITHCS 5K
BUIBHHUH BiJl OaKTEpialbHUX SHIOTOKCHHIB.

JlokymeHTALliSt

1. Komis  3arBep/mkeHoro  (OHOBIEHOro)  cepTudikata  BiJMOBIIHOCTI
€BponeiceKiil papmakomnei.

2. 'V Bumaaky JoAaBaHHS BUPOOHMYOI MUILHUII Yy peecTpaliiHiii ¢opmi Ha
BHECEHHsS 3MIH MaloTh OYTH UITKO BHU3HAYEHI «3aTBEpKCHUN» Ta
«3ampONOHOBAHUI» BUPOOHUKH, SIK 3a3HAUYCHO B po3aum 2.5 peectpauiiHol
dbopmu 11 AepKaBHOT peeCTpallii JTiKapChbKOTo 3aco0y.

3. 3MiHM 10 BIAMOBIAHUX PO3AUTIB PEECTPALIHOTO JOCKE.

4. SIkmo HeoOXiTHO, TOKYMEHT, B SIKOMY TIpe/icTaBlieHa iHpopMallist Ipo Oy1b-sIKi
MaTepiaiy, 10 MiAIAraloTh OLIHII BIpyCHOI Oe3neku BiamoBigHo 10 KepiBHUIITBA

3 MiHIMI3alli pu3MKy mnepenayi 30yIHUKIB T'yOudaToi eHiedanonarii TBapuH 3
JIKapChKUMHU  3ac00aMM, BKJIIOYAIOYM Ti, 110 BHUKOPUCTOBYIOTHCS TpHU
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BUpOOHUIITBI ADI/monomikHoi pedoBuHU. [HPopMarlis MOBUHHA MICTHUTH Take:
Ha3Ba BUPOOHUKA, BUJIU Ta TKAHWUHHU TBAPHWH, 3 SIKUX OyJIO OTPMMaHO Martepial,
KpaiHa-ToCcTa4aJIbHUK TBapUHHOI CHPOBUHHU, il BUKOPHUCTAHHS Ta TOMNEpEaHIN
JTO3BIJL.

5. Sxmo HeoOxiaHO, st ADI — 3asBa Big kBamidikoBanoi ocodu (KO) koxHOTO 3
BJIACHHKIB JIIIIEH31i HA BUPOOHUIITBO, SIKI MEPETiUYeHi y 3asBl Ha BHECEHHS 3MiH,
Kl BUKOpPUCTOBYIOTh A®DI Ak BuxigHuii matepian, Ta 3asBa KO koxHOrO 3
BJIACHMKIB JIIIIEH311 HA BUPOOHHIITBO, SIK1 IEPETUEHI Y TOCKhE SK BIAMOBIAIbHI 32
Bumyck cepii. L{i 3asBM MOBMHHI MIATBEPIKYyBaTH, M0 BHUPOOHHUK(M) ADI,
3a3Ha4YeHMi(1) y OChe, Jl€ BIANOBIAHO JO KEPIBHUX MPUHUMIIB 3 HAJIEKHOI
BUPOOHMYOT MPAKTUKH IIOAO BHUXIJHUX MaTepialliB. Y3arajbHEHa 3asiBa MOXE
OyTH TpPUHHATHOIO 3a MeBHUX yMOB (mpumitka g0 1. B.I1.6.1). BupoOHuTBO
MPOMIKHHUX MPOAYKTIB Takok BuMarae 3asiBu KO. Ockiibku OyJib-gKi 3MIHU /10
ceprudikariB Ha ADI Ta mpoMiKHI TPOAYKTH MOB's3aH1, 3asBa KO HamaeTbes
JUILIE Y TOMY BUNAAKY, SIKIIO HNOPIBHAHO 3 YMHHUM CEpPTU(]IKATOM € 3MiHA Y
3aTBEPKEHOMY TEPETiKy BUPOOHUYUX TITHHUIID.

6. IlinTBepIKEHHS BIAMOBIIHOCTI BOJIH, SIKa 3aCTOCOBYETHCS Ha KIHIIEBUX €Tarax
cunTe3y A®I, BuMoram A0 SKOCTI BOJU AJiA (papMalieBTUYHOTO BUKOPHUCTAHHS.

B.I11.2. 3minu, noB’s13aHi 3 HEOOXiAHICTIO
NPUBEACHHSA Y BiAIOBIAHICTH 10 MOHOTrpadii
JADY abo €Bponeiicbkoi papmakonei, 200
iHIIOI HanioHaNbHOI hapMaKonel JepKaBu
€C

YMoBH,
AKI
MAaIOTh
oyt
BHUKOHAaHI

JlokymeHTH,

AKI MAaIOTh

OyTH HagaHi

Tun
3MIHU

a) 3mMiHa y cneuugikamii
HedapmakoneiiHoro A®I nis
NpUBEJeHHA Y BiIOBIAHICTH 10 BUMOT
JADY ab6o €Bponeiicbkoi papmakomnei, 200
iHIIOI HanioHaAbHOI apMaKkonel
nepxasu €C

1. A®I

IAH]‘[

2. JlonoMizkHAa pe4yoBUHA/BUXIAHUM
Marepiaj 1jisi BUpoOHuuTBa A®I

IA

0) 3miHa y cnenudikanisix, nop’sizana 3i
3minamu B [I®Y, a6o €BponeiicbKiii
(papmaxkomnei, a00 iHIIiiH HANIOHAJILHIH
dapmaxkomnei nepxasu €C

1,2,4,5

1,2,3,4

IA

B) 3MiHa y cienu@ikaniax, NoB’sa3aHa 3i
3amMiHO0 BUMOT MoHOorpadgii IdPY ado
iHII01 HalioHABLHOI hapmakonei
nepxaBu €C Ha BUMOrd MOHOTrpadii
€Bponeiicbkoi papmakonei

1,4,5

1,2,3,4

IA

YmoBHu




66
[IponoBxenHs nonatka 17

1. 3MiHa BHOCHUTHCSI BHUKJIIOYHO JUIsl MPHUBEJCHHS Yy BIJIMOBIIHICTH JO BHUMOT
dapmakoniei. Yci tectu y crneudikamii micias BHECEHHS 3MIHM TOBHHHI
BiAmoBimaTH (papMakonmeiHNM BHUMOTaM, 32 BUHAITKOM OYIb-SIKUX JOJATKOBHX
TECTIB.

2. NonaTtkoBi A0 (apMakomneHux crenudikariii moa0 XapaKTepUCTHK MPOJYKTY
3aJUINAIOThCST HE3MIHHUMU (HAMpuKiIaa npodiiab po3Mipy 4YacToK, mojimMopdHa
dbopma abo, HampukIa, 6i0poOu, arperaHTH).

3. XomHux 3HAYHMX 3MIH y SKICHUX Ta KUIBKICHMX TOKa3HHUKaX Mpodiiro
JIOMIIIIOK He B1AOYIOCH, AKIIO crenudikalili He 3BYKEeHi.

4. JomatkoBa Baiijialisi HOBOro ab0 HE3MIHEHOro (papMakKomeHHOro METOLy He
noTpiOHAa.

5. Hns pocnuanux A®I: meton BupoOHMIITBA, Gi3udHa GopMa, eKCTpareHT Ta
CIIBBIJHOIIIEHHS  €KCTPAareHT/KIHIIEBUH  €KCTPaKT  IOBHHHI  3aJIMIIATHCS
HE3MIHHUMHU.

JlokymeHTanisi

1. 3MiHM 10 BIAMOBIAHUX PO3ALIIB PEECTPALIHHOTO JOCKE.
2. IlopiBHAJIbHA TAOIHIISI BAMOT 3aTBEPXKEHOT Ta OHOBJIEHOT CrielM(iKaLIiii.

3. Jlani anamizy (y ¢opmi TabauIi MOpiBHSHB) JJIS ABOX MPOMHUCIOBHX CEpiid
BianoBigHOrOo A®DI 3a BciMa MOKa3HUKAMH HOBOI crerudikaiii Ta J0JaTKOBO,
SKIIO0 HEOOX1AHO, MOPIBHSJIBbHI AaHl MPOQII0 PO3YMHEHHS TOTOBOTO JIIKAPCHKOTO
3aco0y NpUHAMMHI Ha OJHIA JOCHIIHO-IPOMHUCIOBINA cepli. [ns pocimHHUX
JIKApChKUX 3aco0iIB MOXYTb OyTH MNPUNUHATHUMU TMOPIBHSUIBHI JaHl 100
po3nagaHHs.

4. Jlani, Kl TIATBEP/KYIOTh TPHUAATHICTH MOHOrpadii mns koutposto ADI,
HaIpUKIaa MOPIBHAHHSA MOTCHIIHHUX JIOMIMIOK 13 3a3HAYCHHMHU y TPHUMITII JI0
MoHorpadii.

IIpumitka. Hemae HEOOXIAHOCTI MOBIJOMIISATH KOMIETEHTHI OpraHd MpO MPUBEIACHHSA Y
BIJIMOBIAHICTG 10 OHOBIEHOT MoHorpadii DY, €Bponeiicbkoi ¢apmakornei abo HaliOHAJIBHOT
dapmakomnei nepxkasu €C y pasi, SKIIO0 HATA€ThCS MOCHUIAHHSA HA «IiI0Yy PEAAKIII0» Y JOCHE

3apeECTPOBAHOTO JIIKAPCHKOTO 3aC00Y.

B.IV. MEJJUYHI IPUCTPOI

B.IV.1. 3miHa npuCTPOIB )i BUMIPIOBAHHS YMmoBu, | Jlokymentu, | Tum
10341 200 BBEJCHHS JIKAPCHKOIo 3ac00y AKI SIKi MAIOTh | 3MIHH
MAalOTh OyTH HaJaHi
oyTH
BHKOHAHI

a) 101aBaHHA a00 3aMiHAa IPUCTPOIO, IKUIA
HE € HEeBi/l'€eMHOI0 YACTHHOIO MIEPBUHHOI
YIAKOBKH
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1. lIpucrpii, axunii Mac CE-MmapKkyBaHHs1 1,2,3,5,6 1,2, 4 TAun

2. Cneiicep 1J151 1030BaHUX IHT AJIATOPIB 11
a00 IHIII NPUCTPOI, IKI MOXKYTh MATH
3HAYHUN BILIMB HA J0cTaBKy ADI y
JikapcbKiil popmi (Hanpukajg
HeOyJ1au3ep)

0) BUWIYYEHHS IPUCTPOIO 4 1,5 TAun

B) 10/1aBaHHs 200 3aMiHA NPUCTPOIO, AKUIA 11
€ HEBiI'€MHOI0 YACTHUHOIO IEPBUHHOI
YIIAKOBKH

YmoBHu

1. 3anponoHOBaHMIA IPUCTPIN 171 BUMIPIOBAHHS 703U MOBUHEH TOYHO BHUIAaBaTH
HEOOX1IHY 103y IpemnapaTy 3TiHO 13 3aTBEP/KEHUM J03yBaHHsIM. HeoOxinHO
HaJIaTU PE3YyJIbTATU BIAMOBITHUX JOCHIIKECHb.

2. HoBwmii mpucTpii NOBUHEH OyTH CyMICHHUM 3 JIIKAPCHKUM 3aCO00M.

3. 3MiHM HE TOBHHHI TPHU3BECTH [JI0 CYTTEBUX BHUIPABIEHb Yy KOPOTKIH
XapaKTePUCTHUIII JTIKAPCHKOTO 3ac00y, IHCTPYKIIIT AJIsI MEAUYHOTO 3aCTOCYBAHHS Ta
TEKCT1 MapKyBaHHS.

4. Jlikapcbkuit 3aci0, SIK 1 paHilie, 1eMOHCTPYE BiITBOPIOBAHICTH JI03H.

5. Menuunuii mpUCTPiii HE BUKOPUCTOBYETHCA SIK PO3YMHHUK IJISI JIKAPCHKOTO
3aco0y.

6. Skmio 3amnanoBano GyHkiio no3yBanHa, CE-mapkyBaHHS TOBUHHO BKJIIOYATH
(GYHKIIIIO 103YBaHHS.

JlokymeHTaisi

1. 3MiHM [0 BIAMOBIOHUX PO3AUTIB PEECTPALIHHOTO JOCHE, BKIIOYAIOYM OIIUC,
JeTalibHEe 300pakKeHHSI Ta CKJIQJl MaTepialy NPUCTPOI0 Ta MocTadaibHUKA (3a
HEOOX1THOCTi), OHOBJICHI: KOPOTKa XapaKTEPUCTHUKA JIKAPChHKOTO 3acoly,
THCTPYKIIIS U1 MEIMYHOTO 3aCTOCYBAaHHS Ta TEKCT MapKyBaHHS Ha YIaKoOBIIl (3a
HEOOX1THOCTI).

2. ITintBepmxennss CE-mapKyBaHHS Ta, SKIIO 3allJIAHOBAHO (DYHKIIIIO JO3yBaHHS,
nigTBepkeHHss CE-mMapkyBaHHS TOBMHHO TakKOX BKJIIOYATH — 4-3HaYyHUUN
1upoBUN HOMEP TOBIIOMJIEHOTO OpraHy abo BiAmoBimHuil BUCHOBOK MO3 mpo
0e3MeKy IPUCTPOIO TSl 3ACTOCYBAHHS 3 JIKAPCHKUM 3aCO00M.

3. MlaHi, fKi MIATBEPIXKYIOTh O€3MeKy, TOYHICTh J03YBaHHS Ta CYMICHICTh
MaTepiaxy IpUCTPOIO 1 JIKAPCHKOTro 3aco0y.

4. 3pa3ku HOBOTO MPUCTPOIO (32 MOTPeOH).

5. OOrpyHTYBaHHS BUKJIIOUYEHHS MTPUCTPOIO.

Ipumirka g0 n. B.IV.1.B. [l 6yap-51K01 3MiHH, 1110 TPU3BOIUTH 10 HOBOI JIiIKapchkoi popmu,
IPOBOJISITHCS 3MIHH, 1110 MOTPEOYIOTHh HOBOI peecTpartii.




68

[IponoBxenHs nonatka 17

B.V.3MIHU 10 PEECTPALIMHOI'O MOCBIJYEHHS BHACJIJIOK

IHIIHUX PETI'YJIATOPHUX ITPOLEAYP

Bb.V.a) IM®/BA3® (macrep-¢aiia Ha miiasmy/3arajJbHuid Gaiy Ha BaKIUHHUH

AHTHUICH)

b.V.a.1 BKjloueHHsI HOBOr0, OHOBJIEHOT0 200
3MiHEHOr0 MacTep-(daiiljia Ha IIa3My y
peecTpaiiiiHe 10cb€ HA JIKAPpCbKUii 3aci0
(mpoueaypa 2-ro erany aias IIM®)

YMoBH,
AKi
MalTh
oyt
BUKOHAaHI

JlokymeHTH,
AIKI MaIOTh
OyTH HaxaHi

Tun
3MIHH

a) MepBMHHE BKJIYEHHS HOBOI'0 MacTep-
(paiinia Ha nu1a3My, 10 BILUIMBAE HA
BJIACTHBOCTI rOTOBOI0 JIIKAPCHKOT0
3aco0y

0) nepBUMHHE BKJIKYEHHSI HOBOI'0 MacCTep-
(paiia Ha mUIa3My, 10 HE BIVIMBAE HA
BJIACTHBOCTI rOTOBOI0 JIIKAPCHKOI0
3aco0y

1,2,3,4

Ib

B) BKJIIOYECHHS OHOBJICHOI'0/3MiHEHOI0
Macrep-¢aiiiia Ha I1a3My, AKIIO 3MIHH
BILIMBAKOTh HA BJACTHUBOCTI TOTOBOIO
JIKaApCHhKOIo0 3ac00y

1,2,3,4

Ib

I') BKJIKOYEHHS OHOBJIEHOT0/3MIHEHOT 0
Macrep-¢aiiia Ha IIa3My, AKIIO 3MiHU He
BILIMBAIOTh HA BJACTHUBOCTI TOTOBOIO
JIKapCbKOIo 3aco0y

1,2,3,4

IAHH

YmoBHu

Ononenuit ado 3mineHnit [IM® otpuman cepTudiKaT BiANOBIAHOCTI.

JlokymMeHTaLlis

1. 3asBa, mo ceprudikat BianosiaHoCcTI HA [IM® Ta 3BIT PO MPOBEACHY OIIHKY
IIJTKOM TpUAATHI IS peecTparii Jikapcbkoro 3aco0y, BiaacHuK [IM® Hamas
cepTuikaT BIAMOBITHOCTI, 3BIT MPO OLIHKY Ta MacTep-(aiis Ha TU1a3My 3asiBHUKY
(sxmro 3asBHUK He € BIacHUKOM [IM®), ceprudikar BiAMOBIAHOCTI Ta 3BIT MPO
OI[IHKY 3aMilaloTh JOKYMEHTalilo Ha mnomnepeaHin I[IM® gns  maHoro
peecTpanifHoro moCBITYEHHS.

2. Ceptudikar BiAMOBIIHOCTI Ta 3BIT PO OLIIHKY.

3. ExcrepTHUIl BHUCHOBOK, IO Jla€ CTUCIUM OMHC YyCiX 3MiH, SIKI BHECEH1 J0
ceptudikoBanoro IIM®, Ta omiHIOE iX MNOTEHIIWHUNA BIUIMB HAa TOTOBUM
JIKapChKUH 3ac10, BKIIOYAIOUH OL[IHKH CTIEHU(PIYHOTO PUBHKY.

4. Peectpariiina ¢opmMa Ha BHECEHHs 3MIH TIOBUHHA YITKO BHM3HayaTu
«3aTBEP/UKCHUI» Ta «3alpONOHOBaHUiI» cepTudikaT BinmoBigHocTi Ha [IMO
(HOMep KOJy) Y PEECTpaIiifHOMY TOChE HA TOTOBHH JIIKapChKui 3aci6. Y dopwmi
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3asBU Ha BHECEHHsI 3MIHM MOTPIOHO YITKO BKa3yBaTH TakoXk Bci 1HII [IM®, Ha
SKI TIOCUJIA€ThCS 3asABHUK, HAaBITh SIKIIO BOHW HE 3a3HA4eHi y J0Chbe (3a

HEOOX1THOCTI).

b.V.a.2. BKjI0ouyeHHsI HOBOI0, OHOBJIEHOT' 0 YmoBu, | Jlokymentu, | Tun
a00 3MiHeHOro 3arajbHoro gaiijia Ha AKI SIKi MAIOTh | 3MIHH
BAKLIMHHUI aHTUTEH y peecTpauiiiHe 10CheE MaKTh | OyTH HajgaHi

HA rOTOBHI1 JiKapchbKuii 3aci0d (mpoueaypa oyTH

2-ro ertany ajst BA3®) BHUKOHAaHI

a) MepBHHHE BKJIIOYEHHS HOBOT'0 1

3arajibHOro (aijia Ha BAKUMHHUNT
AHTHUI'€H

0) BKJIIOUYEHHSI OHOBJIEHOI'0 200 3MIHEHOI' 0 1,2,3,4 Ib
3arajibHOro (¢aiiia Ha BAKIUHHUMT
AHTUIEH J1JI51 BUTOTOBJIEHHS BAKIIUHU,
SIKILO 3MiHM BILIMBAIOTh HA BJACTHUBOCTI
roTOBOr0 JIKaAPpCHhKOIro 3ac00y

B) BKJIIOUE€HHS OHOBJIEHOT0 200 3MiHEHOI0 1 1,2,3,4 TAun
3arajibHOro (aijia Ha BAKUMHHUMT
AHTHUIeH, AKII0 3MiHM He BILIMBAIOTh HA
BJIACTHBOCTI rOTOBOI0 JIIKAPCHKOT0
3aco0y

YmoBHu

OnoBieHuii ab0 3MiHEHWH 3arajbHU (paill Ha BaKUMHHUI AHTUTEH OTpUMaB
cepTu(ikat BiAMOBITHOCTI.

JlokymMeHTaList

1. 3asBa, mo cepTudikar BIAMNOBIIHOCTI Ta 3BIT MPO MpoOBeAEHY OLIHKY BA3D
IIJTKOM TIpUAATHI AJi1 peecTparlii mpenapary, BnacHuk BA3® nanaB ceptudikar
BIIMOBIHOCTI, 3BIT NPO OIIHKY Ta 3arajlbHUil (aiin Ha BaKIMHHUM aHTUTEH
3asIBHUKY (SAKIIO 3asBHUK HE € BiacHUKOM BA3®), ceptudikar ta 3BIT TIpo
OLIHKY 3aMIIIaloTh JOKYMEHTalito mnomepenHsoro BA3® nmns  uporo
peECTPaIIiHOTO JIOCHE.

2. Ceptudikar BiAMOBITHOCTI Ta 3BIT MPO OIIHKY.

3. ExcrnepTHHMII BHCHOBOK, IO Ja€ CTUCIWNA OMHC YyCiX 3MiH, BHECEHHUX 0
ceptudikoBanoro BA3®, Ta o1iHI0€ X MOTEHIINHUN BIUIUB HA TOTOBI JIIKAPChKI
3aco0u, BKIIIOUAIOUHU OI[IHKY CHEM(IYHOTO PU3UKY IS MIpernapary.

4. Peectpauiitna ¢opmMa Ha BHECEHHS 3MIHM Ma€ YITKO BHU3HAYUTHU
«3aTBEPKCHUID» Ta «3alponoHOBaHUI» cepTu(dikar BiamoBimHOcTi Ha BA3D
(HOMED KOAY) Y peecTpaliiiHoMy nocke. PeecTpariiiina popma Ha BHECEHHS 3MiH
Ma€ YiTKO mepesiuyBaTh Takoxk Bci iHINT BA3®, Ha skl MOCHIIAETHCS 3asBHUK,
HaBITh SIKIIIO BOHU HE € TIPEIMETOM J0ChE (32 HEOOXITHOCTI).
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B. SMIHM OO BE3IIEKH, EPEKTUBHOCTI, PAPMAKOHAIJIAAY

B.1.1. 3miHa(-1) y KOPOTKiil XapaKTepuCTHL YMmoBu, | Jlokymentu, | Tum

JIKapPCbKOro 3aco0y, TeKCTi MAPKyBaHHS 200 AKI SIKi MAKOTh | 3MiHHU
iHCTpYKIIi 1J151 MEeIMYHOT0 32CTOCYBAHHSA MalTh | OyTH HajaHi
JJIs1 JIIKAPChKOT0 32c00Y, JileH30BAHOIO0 Yy oyTH
€C 3a npoueayporo B3aEMHOT0 BU3HAHHS BHKOHaHI
a) JikapcbKuii 3aci0 BXoAUTH 10 cepu aii 1 1,2, 3 TAun
NpoIeypH B3a€EMHOT0 BU3HAHHA
0) Jikapcbkuii 3aci0 He BXOAUTH 10 chepu 1,23 Ib

Ail mpoueaypu B3aEMHOTO BU3HAHHSA, aJjie
3MiHa BHOCUTBHCS SIK Pe3yJibTaT
MPOoUEAYPH i BiJl BJAaCHUKA TOProBoOL
JilneH3il He BUMAaracrbCcs HaJaHHA
sKOJHUX HOBHX J0JaTKOBHUX JaHHUX

B) JIKapcbKUii 3aci0 He BXOAUTH 10 chepu 1,3 I
Ail mpoueaypu B3a€MHOI0 BUSHAHHA, aJie
3MiHA BHOCHUTBHCH SIK pe3yJabTar
NPoLeIyPH i BJJACHUK TOProBOI JilleH3il
HA/1a€ HOBI 10JaTKOBI AaHi

YmoBHu

3MiHa BHOCUTHCS Ha BHMOTY PETYJSITOPHOTO OpraHy Ta HE BHMarae HaJaaHHS
J0AaTKOBOI 1H(pOopMaIrii Ta/abo MmogaabIoi OIHKH.

JlokymeHTanisi

1. [locunanHs Ha BIANOBIIHE PILICHHS PErYJISTOPHOIO OPraHy, a TaKOXK KOPOTKa
XapaKTEPUCTHKA JIKAPCHKOTO 3aco0y; 3alpONOHOBAHMM TEKCT MapKyBaHHS Ta
THCTPYKIIIS AJI1 METUYHOTO 3aCTOCYBaHHS.

2. 3asBa mpo Te, MO yCi PO3IIM 3aMPONOHOBAHMX KOPOTKOI XapaKTECPUCTHKHU
JKapChKOro 3aco0y, I1HCTPYKMII JJisi MEIUYHOTO 3aCTOCYBaHHS Ta TEKCTY
MapKyBaHHS BIAMOBIAAIOTH 3a yciMa PO3ALTIAMHU THUM, IO JOJAOTHCS JI0 PIIICHHS
PETYISTOPHOTO OpraHy.

3. OHOBIEHAa KOPOTKA XapaKTEPUCTUKA JIKAPCHKOTO 3aco0y, 1HCTPYKILS st
MEIUYHOTO 3aCTOCYBAaHHS Ta TEKCT MapKyBaHHS.

B.1.2. 3MiHM y KOPOTKili XapaKTepuCTHLI YmoBH, | loxymentH, | Tun
JIKaApPCHKOIo0 3ac00y, TEKCTI MAPKYBaHHSA Ta AKI SIKi MAalOTh | 3MIHH
IHCTPYKUIil AJI1 MEIUYHOT0 32CTOCYBAHHS MalTh OyTH HaaaHi
reHepUYHUX/TiOpUIHUX/0I0mOAI0HHUX OoyTH
JIKapPCbKHUX 32C00iB Mic/Isl BHECEHHH Ti€l BUKOHAHI
camMoi 3MiHM Ha pedepeHTHUI penapar

a) 3MiHa He MOTPe0ye HAJAHHS KOTHUX 1,2 Ib

HOBHUX JI0JATKOBHX JAHHUX
0) 3MiHa, IKY HeOOXiTHO B NOJAJIBIIOMY 1
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OOIPYHTYBATH HOBMMH 10AaTKOBUMHU
NAHUMM (HANIPUKJIAA NOPIBHAHHICTD
0i0JIOTTYHHUX JIKAPCHLKHUX NMpPenapariB)

JlokymeHTALliSA

1. 3amuT HaIIOHAJHLHOTO KOMIIETEHTHOTO YIOBHOB)XCHOTO OpraHy Ta/abo
pimenns MO3 (3a HeoOX1THOCTI).

2. OHOBJEHI KOpPOTKa XapaKTEpPUCTHUKA JIKAPChKOTO 3aco0y, 1HCTPYKIIS st
MEJAMYHOTO 3aCTOCYBaHHS Ta TEKCT MapKyBaHHS.

B.1.3. 3miHa y KOPOTKiH XapaKTepucTHIi YmoBu, | Jlokymentu, | Tun
JIKaAPCHhKOIo0 3200y, TEKCTI MAPKYBAHHA Ta K SIKi MAaKlOTh | 3MiHH
IHCTPYKUIIl 111 MeIMYHOI0 32CTOCYBAHHS HA MaloTh OyTH HagaHi
MiJICTAaBI peryJisipHO OHOBJIIOBAHOTIO 3BITY 3 oyTH

0e3meKkHu JIKapCbKOro 3aco0y ado A0C/IiXKeHb | BUKOHAHI
3 0e3MeKH 3aCTOCYBAHHS JIKAPCHKOI0 32C00y
B HicasipeecTpauiifHui nepioa, 200 siK
pe3yJIbTaT OWiHKH 3BiTY 3 10CIi/IKEeHb,
NPOBeAeHUX BiAMOBIHO 10 IJIAHY
negiarpudHux gocaigxeds (PIP)

a) 3MiHa y3ro/J:KeHa 3 KOMIIETEeHTHUM 1 1,2 1A
YIIOBHOBAKEHNUM OPraHoM

0) 3MiHa MOTpedy€ MOAAIBILOTO 2 11
OOIPYHTYBaHHSI HOBUMH J101aTKOBUMH
TAHUMH

YmoBHu

3MiHa BHOCUTHCS Ha BHUMOTY PETYJISITOPHOIO OpraHy Ta HE BUMAara€ HaJaHHS
JI0AATKOBOI 1H(popMaIlli Ta/abo MogaabIIo] OLIHKH.

JlokymMeHTaLlis

1. [TocunanHs Ha BIAMOBIAHE PIIEHHS PETYJISITOPHOTO OpraHy.

2. OHOBJIEHI KOPOTKAa XapaKTEpUCTUKA JIKAPCHKOTO 3aco0y, 1HCTPYKINS st
MEIUYHOTO 3aCTOCYBAHHS Ta TEKCT MapKyBaHHS.

B.1.4. 3MiHM y KOPOTKili XapaKTepUCTHII YMmoBu, | Jlokymentu, | Tun
JIKaApCHKOIo0 3ac00y, TEKCTI MAPKYBAaHHSA Ta AKI SIKi MAalOTh | 3MiHH
IHCTPYKIII 1J151 MEAUYHOT0 3ACTOCYBAHHSA Y MawTh | OyTH HajJaHi
3B’A3KY i3 HOBUMHM JIaHUMM 3 SIKOCTI, OoyTH
AOKJIIHIYHUMH, KJIIHIYHUMM JaHUMH Ta BUKOHAaHI
JAHUMHU 3 (papMaKOHALJIALY

11

IIpumirtka. L[ 3MiHa HE 3aCTOCOBYETHCS 32 YMOBH, SIKIIIO HOBI JaHi Oyau Ha/IaHi IMiJ] 9ac BHECCHHS
3MiH, 3a3HadeHux y 1. B.1.13. ¥V Takomy BUTNIaKy 3MiHH Y KOPOTKIH XapaKTEPHUCTHIII JIIKAPCHKOTO
3ac00y, TEKCTI MapKyBaHHs Ta IHCTPYKIIi U1 MEAUYHOTO 3aCTOCYBAHHS BHOCSATHCS BIMOBIIHO 110
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| m. B.1.13.
B.1.5. 3mina y npaBoBomy craryci YmoBu, |/okymentH, | Tum
JIKapCbKOro 3aco0y K SIKi MAKOTh | 3MiHH
MawTb | OyTH HajaHi
oyt
BHKOHAaHI
a) 1JIsl TeHePUYHUX/TIOpuaAHUX/0ionmoaiOHUX 1,2 Ib
JIKapCbKHUX 32C00iB Micjsi 3MiHU
3aTBEP/KEHOT0 MPABOBOI0 CTATYCY
pedepeHTHOrO npenapary
0) yci iHIi 3MiHUM IPABOBOIO CTATYCY 11

JlokymeHTauist

1. O6rpyHTyBaHHSI BHECEHHS 3MIH 3 HaJaHHSIM JIOKYMEHTaIlli, sIka MiATBEPIKYE
3MIHY [PaBOBOTrO CTaTycy pedepeHTHOro JIKapChbKOTO 3aco0y (HampuKIiam
MOCHJIaHHSI Ha BiAMoBiIHE pimeHHs Kowmicii).

2. OHOBJIEHI KOpPOTKAa XapaKTepUCTUKA JIKAPCHKOro 3acoly, 1HCTPYKINS st
MEJUYHOTO 3aCTOCYBAaHHS Ta TEKCT MapKyBaHHSI.

B.1.6. 3MiHu y TepaneBTUYHUX MOKA3AHHSX YmoBu, | lokymentn,| Tun
SIKi sIKi MAaKOTh | 3MiHHU
MaTh | OyTH HajJaHi
oyt
BHKOHAaHI
a) 10/1aBaHHSI HOBOT'0 TePaneBTUYHOTI0 11
NMOKa3aHHs 200 3MiHA y 3aTBEPIKEHOMY
NMOKAa3aHHI
0) BWIYYEHHS] TEPANIEBTUYHOI0 MOKA3AHHA Ib

IIpumirka. SIkimo nogaBaHHs abo 3MiHa y TEpaNeBTUYHOMY [TOKa3aHHI BHOCUTBCS Y pe3yibTari
IpOIeTypH B3aEMHOTO MOCUJIaHHS a00 JUIsi TeHEPUUHUX/TIOpUIHUX/010101IOHHX JIIKAPCHKUX
3ac001B Miciisl BHECEHHS Ti€l caMoi 3MiHU Ha peepeHTHUH JTIKapChbKUil mpenapar, TO 3MiHH,
3a3HaveHi y . B.1.1 Ta m. B.1.2 3acTOCOBYIOThCS BiIIOBIIHO.

B.1.7. BuiyuyeHnus YMOI?H’ HOIfyMeHT“’ Tlfm
AKi SIKi MalOTL | 3MiHM
MAalOTh OyTH HaJaHi
oyt
BHKOHAaHI
a) Jikapcbka ¢opma 1,2 Ib
0) cuua il 1,2 Ib

JlokymeHTalist
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1. 3asBa mpo Te, O JiKapchki (GopMH Ta cuiia Jii JIKapChKOro 3acoly, sKi
3QJIMIIIAINCS, BIAMOBIAI0Th BKa31BKaM 3 JO3YBaHHS Ta TPUBAJIOCTI JIIKYBaHHS, K
BKa3aHO B KOPOTKIA XapaKTEPUCTHIN JIKAPCHKOTO 3aco0y Ta 1HCTPYKINT s
MEAMYHOTO 3aCTOCYBaHHS.

2. OHOBJEHI KOpPOTKa XapaKTEpPUCTHUKA JIKApChKOTO 3aco0y, IHCTPYKIIS AJis
MEAMYHOTO 3aCTOCYBaHHS Ta TEKCT MapKyBaHHS.

I[pumitka. Y Bumaakax, KOJIM HA L0 JIKAPChKY GopMy abo cuily Iii OTpUMaHO peecTpariiine
MOCBITUCHHS, SIKE BIIPI3HAETHCS BiJ peeECTpaIliiHOTO MOCBIIUEHHS Ha iHII JiKapchki Gopmu abo
CHJIU 11, IX BUUIydeHHs He Oy/ie 3MiHOI0, a Oy/ie aHyJIIOBAaHHSAM PEECTPALIHOTO MMOCBITYCHHS.

B.1.8. BBenennst a00 3MiHU 10 y3arajbHeHHX YmoBu, | JlokymenTu, | Tun
JAHUX NMPO cucTeMy (papMaKoOHATISIAY AKI SIKi MAKOTh | 3MiHHU
MaTh | OyTH HajaHI
oyTH
BHKOHAHI
a) BBeICHHS y3arajbHEHUX JaHUX PO 1,2 TAun

cucremy (papMakoHarJsay, 3MiHa
YIIOBHOBAKE€HOI 0C00M, BIIMOBIIAJIBbHOI 32
3nilicHeHHs1 GpapMaKOHATJISIAY;
KOHTAKTHOI 0co0u 3 papMakoHarIsiLy
3asiBHMKA JJIfl 30ilICHEHHS
(¢papmakoHarisaay B YKpaiHi, IKIIIO BOHA
BiJIMiHHA BiJl yOBHOBa:KeHOI 0CO0M,
BIANOBIAJILHOI 32 31iHCHEHHS
dpapmakoHarasay (BKINOYAI0YH
KOHTAKTHI AaHi), Ta/ad0 3MiHN y
po3MinieHHi MacTep-daiiia cucTeMu
(papmakoHarsaay

JlokymeHTALliSt

1. V3aranpHeHi qaHi mpo cucteMy (papMakoHarisity a0 OHOBJIEHHS BiMOBITHUX
€JIEMEHTIB (SIKIIO0 HEOOX1THO):

JI0OKa3 TOTO, IO 3asSBHUK MAa€ y CBOEMY PO3MOPSHKEHHI YIIOBHOBAKEHY 0CO0Y,
BIJIMOBIJIAJIbHY 3a 3J1MCHEHHS (apMaKoHArsIy, Ta/abo0 KOHTaKTHY o0co0y 3
(dbapmakoHarisny 3asBHUKA JUIs 3A1MCHEHHS (papMakoHarjsay B YKpaiHi, SKILIO
BOHA BiJIMIHHa BiJi YHNOBHOB&XEHOI 0OCOOHW, BIAMOBIJAIBLHOI 3a 3A1HCHEHHS
dbapMakoHarJsiIy, Ta MOJIOKEHHS, MIAMUCAHE 3assBHUKOM, II0 BIH Ma€ HEOOXiJHI
pecypcu Uil BUKOHAHHS 3aBJaHb Ta 3000B’s3aHb 11070 (apMaKoHArsay B
VYkpaiui, BIAMOBIAHO /10 3aKOHO/IaBCTBA;

KOHTAKTHI JIaHl yHOBHOBaXEHOI 0COOHM, BIANOBIAQIBHOI 3a 31HCHEHHS
dbapMakoHarysity, Ta/abo KOHTAKTHOI 0coOu 3 (apMakoHArsiAy 3asBHUKA IS
3MiMCHeHHS  (papMakoHarnsimy B YKpaiHi, SKIOI0O BOHA BIAMIHHA  BIJ
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YIOBHOBa)XXEHOT 0COOH, BIMOBIIAJILHOI 3a 3A1MCHEHHS (DapMaKoHarIsay, a TaKOK
azpeca, Jie 3M1UCHIOEThCS TISUTBHICTD 3 (papMaKkoHarsiay;

MICIIE3HaXO/DKEHHS Maictep-(aitina cuctemu ¢gapmakoHarisany (e 30epiraeTbes

Mactep-paitn cuctemMu papmMakoHarIsLy).

2. Homep maiictep-daiina cucremu hapMaKkoHATISAY, KO HASBHUM.

Ipumirka. Ilg 3miHa crocyeTbesi BeOeHHS MaicTep-¢aiiia He3aleXHO BiJl TOTO, YH MICTATh
peecTpalliiini Matepiaiu AeTajabHui onuc cuctemu hapmakonarisiay (DDPS).

B.1.9. 3mina(-u) 10 icHy040i cucTeMHu
(apMmakoHarisay, ik ONUCAHO y JeTATbLHOMY
onuci cucremu papmaxkonarasaay (DDPS)

YMoBH,
AKI
MAalTh
oyt
BHKOHAaHI

JdoxkymeHnTu,
fIKi MaIOTh
OyTH HagaHi

Tun
3MIHM

a) 3MiHA YIIOBHOBAKEHOI 0C00H,
BiANIOBIAAJILHOI 32 3MIMCHEHHS
dpapmakonarasay, ra/ado KOHTAKTHOI
oco0u 3 papMaKoHATJIsAAY 3asiBHUKA JIJIsI
3aificHeHHs papMaKoOHarIsAy B YKpaiHi,
SIKIL0 BOHA BIIMIHHA BiJl YIIOBHOBAKEHOI
0co0u, BiINOBIaJILHOI 32 3/1iliCHEeHHS
dpapmakonaruasay, Ta/ado KOHTAKTHHUX
JaHMX Ta/a00 mpoueaypH MiATPUMKHU

1

IAHl'l

0) 3miHa(u) 10 0a3u JaHuUX 3 0e3neKHu Ta/ad0
OCHOBHHMX KOHTPAKTHHMX JIOMOBJIEHOCTEMH
JAJ11 BAKOHAHHSA BUMOT 3
papmakoHarasay Ta/abo 3MiHa aiibLHUII,
ae 3AiMCHIOEThCA AIJIbHICTD 3
(papmakoHarsaay

1,2,3

IA]—m

B) iHIIA 3MiHA(H) 10 1€TAJIBLHOTO OMUCY
cucreMu papMaKOHArJISIY, IO HE
BILIMBA€ HA (PYHKIIOHYBAHHS CUCTEMHU
dpapmakoHarasay (HanpukJaa 3MiHa
PO3TANlyBaHHSA OCHOBHOTI'0 MicIIsl
30epiranHsi/apxiBy, aAMiHICTPaTUBHI
3MiHH)

IA

r) 3MiHa(-H) /10 IeTAJTBHOI0 ONMCY CHCTEMH
(apMakoHarJIsay micJis OUiHKU TOTO
CaMOr0 IeTAJIbHOT0 OMHUCY CUCTEMU
papmakoHarisiy BITHOCHO iHILIOTO
JIKapPCbKOro 3aco0y TOro caMmoro
BJIACHHKA PEeECTPALIHOIO MOCBiT4YeHHS

1,2

TAun
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YmoBH

1. Cuctema ¢apMaKOHATIISTy 3aIHIIAETHCS HE3MIHHOIO.
2. Cucrema 6a3u qjaHux OyJia BaJliioBaHa (SIKIIO HEOOX1THO).

3. IlepenecenHs nmaHWX 3 IHIIUX CHUCTEM 0a3 JaHUX OyJIO BaliIOBAHO (SIKIIO
HEOOX1THO).

4. Taki cami 3MiHH 10 CUCTEMH (hapMaKOHArsIAy BBEIEHI AJS BCIX JIIKAPCHKUX
3ac00iB TOrO C€aMOro 3asBHHMKAa (Taka caMa KIHIIEBa BEpPCisl OMUCY CHUCTEMU
dbapmMakoHarIsIy).

JlokymMeHTaList

1. OctanHsi Bepcis JAETAILHOTO OIKCY CUCTEMHU (apMakOHATIsAAy Ta, SKIIO
HEOOX1JTHO, OCTaHHS BEPCis CIEHIiaAIbHOTO J0JaTKa Mpo Mpernapar, 110 MOBUHHA
BKJIIOYATH 3MIHM YIIOBHOBO)XEHOI 0OCOOM, BIAMOBIZAIBHOI 3a 31HCHEHHS
dbapmakoHaryisny Ta/abo KOHTaKTHOI 0coOM 3 (apMakoHArIsy 3asBHUKA IS
3MIMCHEHHS  (papMakoHarisigy B YKpaiHi, SKIIO BOHAa BIAMIHHA  BIJ
YIOBHOBa)X€HOI 0cOOH, BIJIMOBIIAIBHOI 32 3/I1IHCHEHHS (papMaKOHArJIsIy:

a) pe3loMe HOBOI YINOBHOBa)XXE€HOI 0OCOOM, BIAMOBIJATBHOT 3a 3A1HCHEHHS
(dapmakoHarysny, Ta/abo KOHTaKTHOI ocoOM 3 (apMakoHarjsigy 3asBHUKa IS
3niiicHeHHsT  (apmakoHarjsigy B YKpaiHi, SKIIO BOHA  BIAMIHHA  BIJ
YIOBHOBa)XEHOI 0COOH, BIJIMOBIJAIBHOI 32 31HCHEHHS (PapMaKOHATJISAY;

0) Ioka3 peecTpailii YMOBHOBaXXEHOI OCOOM, BIAMOBIIAIBHOI 3a 3A1HCHEHHS
dbapmaxonarysiny B 6a3i Eudravigilance (3a HasiBHOCTI);

B) HOBE TIOJIO)KCHHS TMPO BIACHUKA PEECTPAIIMHOTO TMOCBIAYEHHA Ta
YIOBHOBa)XEHOI 0COOM, BIAMOBIIATBHOT 3a 3/A1MCHEHHS (papMakoHarmsigay, Ta/abo
KOHTAaKTHOI ~ ocoOu 3  (¢dapMakoHarsiny  3asBHMKA  JUIS  31MCHEHHS
dbapmakoHarysiny B YKpaiHi, SKIIO BOHA BiJIMIHHA BiJl YIOBHOBa)XEHOI 0COOH,
BIIMOBIAANBHOT 3a 3AIHCHEHHS (papMaKOHArJsIy, BIAHOCHO iX HAasSBHOCTI Ta
pecypcu IIOJ0 TOBIIOMIJIGHb MpO TMOOIYHI peakilii, $K1 MiANUCYIOTh HOBA
YIOBHOBa)XX€Ha 0co0a, BIAMOBianbHA 3a 3A1MCHEHHS (apMakoHarsay, Ta/ado
HOBa KOHTAaKTHa ocoba 3 (apMakoHArJIsIAy 3asBHUKA JUIs  3I1ACHEHHS
dbapmakoHaryisiy B YKpaiHi, SKIIO BOHA BIIMIHHA BiJi HOBOI YIMOBHOBAKEHOI
ocoOu, BIAMOBINAJILHOI 3a 3[AiMCHEHHs (apmakoHarjisiay, Ta BJIACHUK
PEECTPALIITHOTO MOCBITYEHHS 1 B1I0OpaXKalOTh OyNb-sIKI 1HII HACTYIHI 3MIHH,
HaIPUKJIAJ] 10 OPraHi3aliifHOi CXeMHU.

Axmo ymoBHOBaxkeHa 0c00a, BIAMOBIAANbHA 3a 3MIMCHEHHS (hapMaKOHAIJISIIY;
KOHTaKTHa oco0a 3 (papMakoHarmsiay 3assBHUKA JJIs 371HCHEHHS (hapMaKOHATJISITY
B YKpaiHi, BIAMIHHI BiJi YIOBHOBaX€HOI 0COOM, BIAMOBINANBHOI 32 3MIMCHEHHS
cucteMu (hapMaKoOHArsiIy ado JIETaaTbHOTO OMHUCY CHCTeMH (papMaKOHATIIALy HE
ICHye, TIOJAHHS  TEPErJITHyTOi  Bepcii  JACTAIBHOTO  OMUCY  CHCTEMH
dbapmMakoHarIsI Iy He BUMAara€ThCsl Ta TOBUHHA MOJIABATUCS JIUIIE JopMa 3asiBU.
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2. IlocuitanHs Ha 3asABY/TIpOIEAYpPY Ta Ipenapar, 10 AKux Oysaa BHeceHa 3MiHa(H).

IIpumitka no nyakry B.1.9. Bxiatouae 3MiHu B iCHYIOUy cucTeMy (hapMakoHarisay JiKapChKUX
3aco0iB, sika I1e He BBena MacTep-daiin cucremu hapmMakoHArsIy.

IIpumitka g0 mynkry B.1.9.r). Omidka mojgaHoro JAETaJIbHOTO OMHCY CHUCTEMH (hapMaKOHATJISIY
K YacCTUHM HOBOI pEECTPaLii/pO3MUPEHHSI/3MIHM MOX€ BUKIMKAaTH 3MIHM Ha BHUMOTY
HAIllOHAJIBHOTO KOMIIETEHTHOI'O OpraHy y LIbOMY JAETaJbHOMY OIMCI CHCTEMH (apMaKOHAarsmdy.
Sxkmo wne BimOydeTbes, Ty caMmy 3MiHY-M) MOXYTh BHECTH B JIETAJIBHUI ONHC CHCTEMH
(bapMakoHaryIAqy A0 IHIIMX PEECTPALIHHUX MOCBIJYEHb TOIO CAaMOI0 BJIACHUKA PEECTPaLiHOrO
MOCBITYEHHS IIUISIXOM MOJaHHA (3rpyIOBaHoO1) 3asiBH HAa BHECEHHS 3MiHM TUIY [A.

B.1.10. 3mina B yacroTi Ta/ad0 garax YmoBu, | Jlokymentu, | Tun
NOJAHHSA PeryJsipHO OHOBJIOBAHMX 3BIiTiB 3 AKI SIKi MAKOTh | 3MiHH
0e3neKu JiKapCcbKHUX 32c00iB MaTh | OyTH HajJaHi
oyTH
BHKOHAHI
1 1,2 TAun
YMoBH

3MiHa B 4YacTOTl Ta/ab0o JaTax MOJAHHS PETYJSIPHO OHOBJIIOBAHOTO 3BITY 3
0e3MeKH MOroJ/KEHA 3 HalllOHAJTbHUM KOMIIETEHTHUM OPTaHOM.

JlokymMeHTaList

1. IocunaHHs Ha MOTOJKEHHSI KOMIETEHTHUM OpPraHOM 3MiH Yy 4acToTi Ta/abo
JaTax MoJaHHs PEryJsipHO OHOBJIFOBAHUX 3BITIB 3 O€3IMEKH JIIKAPChKUX 3aC001B.

2. Ileperngnyra yactota Ta/ado gaTa MOJAHHS PETYJSIPHO OHOBJIFOBAHUX 3BITIB 3
O€3MeKH JKapChKUX 3aCO01B.

IIpumirka. L8 3MiHa 3aCTOCOBYETbCS, JIMIIE SKIIO NEPIOJAWYHICTh TOAAHHS PEryJspHO
OHOBJIIOBAHMX 3BITIB 3 0€3MeKH BIAPI3HAETbCA BIJ MEPIOAUYHOCTI IMOJAHHSA, BU3HAYEHOI
3aKOHOJABCTBOM Y KpaiHHU.

B.1.11. BHecennsi a00 3miHa(u) 10 YMmoBu, | Jlokymentu, | Tum
3000B’sI3aHb TA YMOB BHIa4i peecTPauiiiHOro AKI SIKi MAKOTh | 3MIHH
NnocBigYeHHs1, BKJI04Yawouu Iliaan MAalOTh OyTH HaJaHi
YIPaBJIiHHA PU3MKAMH oyt
BHKOHAaHI
a) 3aCTOCYBAHHS TEKCTY, AKMU MOT0JKEHHH 1 1,2 TAun
KOMIIETEHTHUM OPraHOM
0) 3acTocyBaHHs 3MiH(H), IKA BUMATrae 11

NMOoAAJIBLIIOT0 OOIPYHTYBAHHS HOBUMU
A0AATKOBUM JIaHUMM, IKi MAIOTH
HA/1ABATUCH KOMIIETEHTHUM OPraHoOM,
OCKIJIbKM BUMATA€ThCS CYTTEBA OLIHKA
KOMIIETEHTHUM OPraHoM®

YmoBHu
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3MiHa BBOJUTH /110, SIKA& BUMAara€TbCsl KOMIIETEHTHUM OpPraHOM Ta HE BUMAarae
MoJaHHs J0AATKOBOI 1H(OopMaIlii Ta/abo MoAaIbIIOT OIIHKH.

JlokymeHTanis

1. [TocunanHs Ha BIAMOBIAHE PIMIEHHS KOMIIETCHTHOTO OpTaHy.

2. OHOBIIEHUH BIJIMTOBITHUAN PO3ILI MaTepiaiaiB PEECTPAIIHHOTO JOCHE.

Ipumirka. L1 3MiHa 3aCTOCOBY€ETHCS 1O YMOB Ta/ab0 3000B’si3aHb MPHU BUAAYl PEECTPALIITHOTO
MOCBITYCHHS, a TakoX 10 [lmaHy yrnpaBiaiHHS pU3UKaMu 1 YMOB Ta/a0o 3000B’s3aHb NMPH BUAYI
peecTpaliitHuX MOCBiTYEHb 32 BUHATKOBUX OOCTABHH.

* BBeleHHs IUIaHY YIPABIIHHS PU3WKAMH, 10 BHUMAra€ThbCsl KOMIIETCHTHUM OPraHoOM, 3aBXKIU
BHUMATra€e 3HAYHOI OLlIHKH.

B.1.12. BkiroyeHHs1 a00 BUKJIIOYEHHS YmoBu, | Jlokymentu, | Tun
YOPHOI'0 CHMBO0JIA Ta NOACHIOBAJIbHUX AKI SIKi MAKOTh | 3MiHHU
I10JIOKEeHb JJIA JTiKapCcbKUX 3aC00iB 3 MaKTh | OyTH HajJaHi
nepeJiiky JiKapcbKUX 3ac00iB, sIKi OoyTH
NVIATAI0Th 10aTKOBOMY MOHITOPHHIY BHKOHAaHI

1 1,2 TAun
YmoBH

Jlikapchkuit 3aci0 BKIIIOUEHHM a00 BUKIIOUEHUM 3 MEpeNiKy JIKapChKUX 3aco0iB,
K1 MJJIATaI0Th JOJIaTKOBOMY MOHITOPHUHTY (SIKIIIO HEOOX1IHO).

JlokymeHTalList

1. lonaiite 10 peectpaiiiinoi ¢opMu Ha BHECEHHS 3MIHU: TOCUJIAHHS Ha MEPEITIK
JIKApChKUX 3ac001B, K1 NAJIATal0Th 10AATKOBOMY MOHITOPHHTY .

2. llepernsinyTa iH(OpMais mpo JiKapChKUil 3aci0.

IIpumirka. g 3MiHa 3aCTOCOBYETHCS Y BUMNAJAKaX, KOJIU BKIIOYEHHS a00 BHUKIIIOUEHHS YOPHOTO
CUMBOJIa Ta TIOSCHIOBAIBHOTO IIOJIOKCHHS HE € YAaCTHHOIO 1HINOI PETYISATOPHOI MpOIeIypu
(HampuKIaa MPOIEeNypy TMOHOBIEHHS a00 BHECEHHs 3MiHHM, IO BIUIUBaE Ha iH(pOpMaIlilo Tpo
npenapar).

B.1.13. Inui 3MiHM, 110 He BBIMIILUIK Y 1ei YMmoBu, | JlokymentH, | Tum
PO31iJ1, AKi BKJIIOYAIOTH MOJAHHS K SIKi MAKOTh | 3MiHHU
pe3yJbTaTIB J0CTIIKeHb 10 KOMIIETEHTHOT 0 MaTb | OyTH HaJaHi
opramy* oyt
BHKOHAaHI
11

Ipumirka. Y BUmagkax, KOJIH OIiHKa KOMIIETCHTHIM OPTaHOM HaJaHHUX JaHWUX NMOTpeOye 3MiHU B
IHCTPYKII{ JUIsI MEMYHOTO 3aCTOCYBaHHA, KOPOTKilM XapaKTepHUCTHIll Mpenapary abo MapKyBaHHI,
BIAMOBIAHA 3MiHAa B I1HCTPYKUIi JUIsi MEIWYHOIO 3aCTOCYBAaHHS, KOPOTKIM XapaKTepHCTHUII
npenapaty abo MapKyBaHHI BXOJHUTb y IPOIIETypy BHECEHHS 3MiHU.

* 11 3MiHA HE 3aCTOCOBYETHCS JI0 3MiH, SIKI MOXKYTb po3risaatucs Kk tan IB 3rigHo 3 Oyab-skuM
PO3I1JI0M IBOTO JTOJATKA.
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I'. IM®/BA3® (mactep-¢daiin Ha muiasmy/3arajabHuii (aila Ha BAKIUHHMA
AHTHUICH)

I'.1. 3mina Ha3Bu Ta/a00 apecu BJACHUKA YmoBu, | loxymentn,| Tun
BA3® AKI SIKi MAlOTh | 3MiHM
MAaIOTh OyTH HaaaHi
oyTH
BHKOHAaHI

1 1 IAHH

YMoBH
Brnacankom BA3® noBuHHA 3aMumiaTucs 0JiHa 1 Ta caMma I0pUAuYHa oco0a.

JlokymMeHTaList

OimiitHuI TOKyMEHT BiJIOBIHOTO KOMIIETEHTHOTO YIOBHOBAXEHOTO OpraHy, B
SKOMY 3a3HAa4€HO HOBY Ha3BY Ta/abo0 HOBY ajpecy BiacHuka BA3D.

I'.2. 3mina Ha3Bu Ta/a00 agpecH BJIACHUKA YMmoBu, | Jlokymentu, | Tun
IIM® SIKi sIKi MAKOTh | 3MIHH
MaTh | OyTH HajJaHi
oyTH
BHKOHAaHI
1 1 | L
YMoBH
1. Bnacaukom [IM® noBuHHA 3aJMIIaTHCS OJTHA M Ta cama I0pUIddHa ocoda.
JlokymMeHTALliS

1. OdiuiliHuii TOKYMEHT Bi1ANOBIIHOIO KOMIIETEHTHOIO YITIOBHOBAaKEHOTO OpraHy,
B KOMY 3a3HAa4€HO HOBY Ha3BY Ta/ab0 HOBY ajpecy BiacHuka [IMO.

I'.3. 3mina a6o nepenaya BjaacHocti Ha [IM® | YmoBu, | lokymentn,| Tun

Bi/l 3aTBEP/’KEHOr0 BJIACHUKA HOBOMY AKI fIKi MAIOTL | 3MiHH
BjJacHUKy IIM® (a came iHIIii ©OpUANIHINT MAalOTh OyTH HaJaHi
0co00i) oyt

BHKOHAaHI

1,2,3,4,5, | TAm
6

JlokymeHTaList

1. JIokyMeHT, SIKMi MICTUTh MEPCOHANIbHI JlaHl (Ha3BYy Ta aJpecy) 3aTBEPIXKEHOTO
BiacHuka [IM®, a Takox mepcoHaibH1 J1aHl 0COOH, sIKii TOBUHHA OYTH TepeaaHa
BiacHicTh Ha [IM®, pa3om 13 3ampoNOHOBAHOIO JATOIO MIJAMUCAHHS Tepeaadi
mpaBa BJIACHOCTI 000Ma KOMIaH1IMU/CTOPOHAMH.

2. Komis octanuboi cTopinku cepTudikara Ha [IMD (ceprudikat BiANOBIAHOCTI
EMEA).

3. OOrpyHTyBaHHSI YTBOPEHHSI HOBOTO BJacHUKa (BUTAT 3 TOPrOBOTO
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(KOMEpIIIMHOTO) peecTpy, MOro Tepekiiajl Ha aHTJIMChKY Ta YKpaiHChKY MOBH),
miJnucade o0oMa KOMIaH1SIMU/CTOPOHAMM.

4. TlinTBepmKeHHS  Tepeaadi  IPABOHACTYIMHUKY  IIOBHOTO  KOMILIEKTY
nokyMeHTallii Ha [IM® 3 MOMEHTY HOro MEpBUHHOI OIIIHKH, MiJNHCcaHe o0oma
KOMITaHIsIMH/CTOPOHAMH.

5. JlopydeHHs, y SIKOMY 3a3Hauy€HO KOHTAKTHI JaHi ocoOu, BiAMOBIJAJIbHOI 3a
B32€MO3B'SI30K M)XK KOMIIETGHTHUMH OpraHamMu Ta BiaacHUKOM [IM®, mignmucane
IIPaBOHACTYITHUKOM (HOBHUM BIIACHUKOM).

6. JIucT-maTBepKEHHS TPO BUKOHAHHS BCIX 3000B's13aHb, K1 3aTUIIAIMCH HE
BUKOHAHUMM BiJl TONEPEAHBOTO BJIACHUKA (SIKIIO TaKI1 €), MAMUCAHUM
MIPaBOHACTYITHUKOM (HOBUM BJIACHUKOM).

I'.4. 3mina Ha3Bu T2/200 agpecH yCTAHOBH YMmoBu, | Jlokymentu, | Tum
KPOBi, BKJIOYAKYH HEHTP 3a00py AKI SIKi MAalOTh | 3MiHHM
KPOBi/ILu1a3mMu MAalOTh OyTH HaaaHi
oyTH
BHKOHAaHI
1,2 1,2,3 1A
YMoBH

1. Taka ycTaHOBa KpOBI TOBUHHA 3aJIUIIATHCS TIEI0 CAMOIO IOPUIUIHOIO 0COO0I0.

2. Taka 3MiHa mMOBHHHA OYTH aJAMIHICTPATHBHOIO (HAmpUKiIaa oO0'€THAHHS,
nepeaaya MOBHOBAXKEHB); 3MiHA Ha3BM YCTAaHOBHU KPOBI/IIEHTPY 3a00py KpOBI, 3a
YMOBH, 1110 YCTAHOBH 3JIUIIUIIUCH TAMU CAMUMU.

JlokymeHTaisi

1. [linnucana 3asBa Mpo Te, U0 Taka 3MIHA HE CIIPUYUHSIE 3MIHY CUCTEMH SIKOCTI B
MeXaxX yCTaHOB KPOBI.

2. Ilinnucana 3asBa Mpo Te, M0 MEPENTiK YCTAHOB KPOBI1 3aJIMILAETHCS HE3MIHHUM.

3. OnoguneHi BianoBiaH1 po3ainu [IM® Ta qonatku 10 HBOTO.

I'.5. 3amina a00 1o1aBaHHS HOBOI'O LIEHTPY YmoBu, | Jlokymentu, | Tun
3a00py KpoBi/mia3mu, siki 3a3Haveni y [IM® K SIKi MAKOTh | 3MiHH
MAalOTh OyTH HaJaHi
oyTH
BHKOHAaHI
1,2,3 1b
JlokymeHTaList

1. EnizemMiosoriuHi JaHi M10/10 BIpyCHUX MapKepiB, MOB’sA3aH1 3 LICHTpaMH 3a00py
KpOBI/TIa3MH, 3a OCTaHH1 3 poku. i1 HOBUX yCTaHOB KpOB1 a00 y BUMAIKY, KOJIH
TakKi JIaHl 1€ He JOCTYITHI, HAJAEThCS 3asBa MPO T€, M0 eMiJAeMIONOTIuHI JaHi
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OyIyTh TIPEJCTABIICHI Mij] Yac HACTYITHOTO IIIOPIYHOTO iX OHOBJICHHS.

2. IlinTBepMKEeHHs, MO IEHTP KPOBI HA 1€ MOMEHT IMpAIIOE B TUX CaMHUX
yMOBax, 10 3a3HAYEH] Y CTaHAAPTHOMY KOHTPAKTI, YKIaJACHOMY M1 YCTaHOBOIO

KpoBi Ta B1acHUKoM [IMO®.

3. OHoBneHi BianoBigHi po3aim [IM® Ta gogaTku 10 HBOTO.

I'.6. Buiryyenns ado 3MiHa cTaTycy YmoBu, | loxkymentn,| Tun
(po06ounii/ HepoOOUMii) yCTAHOBH/IIEHTPY, AKI SIKi MalOTh | 3MiHU
siIKa 3aiiMa€eThCsA 3200poM KpoBi/miiazmMu adbo MaKTh | OyTH HajgaHi
aHAJII30M 3pa3KiB JOHOPCHKOI KPOBi Ta MyJIiB oyTH
IIA3MH BHKOHaHI

1,2 1 IA

YmoBHu

1. IlizcraBu A BWIy4eHHS a00 3MIHM CTaTyCy YCTAaHOBM HE IMOBUHHI OyTH
MOB’513aH1 3 MTUTAaHHSAMU HAJIEKHOI BUPOOHUYOT TPAKTUKH.

2. Taki ycTaHOBH/LIEHTPY MOBHHHI JOTPUMYBAaTHCh BUMOI 3aKOHOJABCTBA LIOJIO

MEePEBIPOK Yy pa3i 3MIHU CTATyCy 3 HEPOOOYOro HA POOOUUH.

JlokymeHTanisi

Ownognei BianoBiAH1 po3aiu [IM® Ta nogaTku 10 HBOTO.

I'.7. lonaBaHHS HOBOI YCTAHOBH 3200py YMmoBu, | Jlokymentu, | Tum
KPOBI, sika He 3a3HavyeHa y [IM® AKI SIKi MAKOTH | 3MiHH
MalTh | OyTH HajaHi
oyTH
BUKOHAHI
11
I'.8. 3amina a00 101aBaHHS YCTAHOBH, SIKA YMmoBu, | Jlokymentu, | Tum
30iHiCHI0E aHAJII3 3pa3KiB IOHOPCHKOI KPOBi AKI SIKi MAalOTh | 3MiHHM
Ta/200 MyJIiB IJIA3MH, Y CKJIAJi YCTAHOBH MaTh | OyTH HajaHi
KPoOBi, 3a3Ha4yeHoi y [IM® OoyTH
BUKOHAHI
1,2 1b

JlokymeHTaList

1. 3asBa mpo Te, MmO aHaNI3 3AIMCHIOETHCA 3a TIEIO
omnepariiinoro mporeayporo (COII) Ta/abo meTogaMu, siKi Bxke OyJIH 3aTBEP IKEHI.

CaMOI0 CTaHAApPTHOIO

2. Onosineni BignosiaHi po3aumu [IM® Tta nogatku 10 HBOTO.

I'.9. lonaBaHHSI HOBOI YCTAHOBH, SIKA
3MiMCHIOE aHAJII3 3pa3KiB JOHOPCHKOI KPOBI

YMoBH,
siKi

Jdokymenrtu,
SIKi MAKOTH

Tun
3MIHH
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Ta/a00 nmyJiiB IJ1a3Mu, He 3a3Ha4eHol y [IM® MaTh | OyTH HaaaHi
oyTH
BHKOHAaHI
11
I'.10. 3amina a6o 1ogaBaHHA HOBOI YCTAHOBM | YMoOBH, | JlokymenTn, | Tun
a00 HeHTPYy KPOBi, B AKiii 31iliCHIOEThCA AKI SIKi MAalOTh | 3MiHM
30epiranHs mIa3Mu MaTh | OyTH HajJaHi
oyTH
BHKOHAaHI
1,2 Ib

JlokymeHTaLisi

1. 3asiBa mpo Te, o 30epiraHHs IJI1a3MH 311HCHIOETHCS 3a Tieo camor COIl, saxa

BKe OyJia 3aTBEp/I’KEHA.

2. OHoBneHi BigmoBigHi po3aim [IM® Ta mogaTku 10 HHOTO.

I'.11. BuiyuyeHHsI yCTAHOBH 200 LEHTPY YM(":"“, I[OIfyMeHTH, TI./IH
KpOBi, B sIKili 31ilicHIOCTLCs1 30epiranns SIK1 AKI MAIOTD | SMIHH
1a3Mu MaTh | OyTH HagaHi
oyt
BHKOHAaHI
1 1 A

YmoBHu

[TigcTaBu ig BUIIYYEHHS HE MOBUHHI OYTH MOB’sI3aH1 3 IUTAHHAMU HAIEKHOL
i | Yy yT

BUPOOHMYOT IPAKTUKHU.

JlokymMeHTaLlis

Ownogneni BianoBiAH1 po3ainu [IM® Ta nogaTku 10 HBOTO.

I'.12. 3amina a0o nogaBaHHs Oprasisaiii, sika YMOI?H’ ﬂo}fyMeHTH’ Tlfm
3MiHCHIOE TPAHCIIOPTYBAHHSA IJIA3MM K1 K1 Mame, 3MIHH
MaKwTh | OyTH HajJaHI
oyt
BHKOHAaHI
1 Ib

JlokymeHTALliSt

Ownogneni BignoBigHi po3aium [IM® ta nogaTku 10 HBOTO, IO MICTATH MEPEITIK

BCIX YCTaHOB KpOBl K1 KOPUCTYIOTBCA IIOCITyraMu H1€1

TPAHCIIOPTHOL

oprasizaiiii, pe3roMe II0JI0 CUCTEMHU Ha MICHUAX JUIsl 3a0€3MeUEHHs HaJeHKHUX
YMOB TpaHCIOPTYBAaHHS (4ac, Temmeparypa, JAOTPUMAHHS BHMOT HaJIEKHOT

BUPOOHWUYOT TMPAKTHUKH), a TaKOX IMIATBEPIKCHHS

TpaHCIIOPTYBaHHS Oy 1yTh BajliOBaHI.

TOro, IO

YMOBH
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I'.13. BuuyyeHHsi opramisamii, sika 31iliCHIO€E YMO]?H’ ﬂmfyMeHTH’ Tlfm
TPAHCHOPTYBAHHS IJIa3MHU K1 K1 MamTI’. SMIHH
MAaIOTh OyTH HagaHi
oyt
BHUKOHAaHI
1 1 1A

YmoBHU

[lizcTaBu 11 BWUTYYEHHsI HE MOBHHHI OyTH IOB’S3aHI 3 MUTAaHHSIMHU HAJICKHOI

BUPOOHUYOT IPAKTUKHU.

JlokymeHTanisi

Omnogunei BianoBiAH1 po3aumu [IM® Tta nogaTku 10 HBOTO.

I'.14. lonaBaHHsA TECTOBOr0 HA0OPY, AKHUM YmoBu, | Jlokymenrtu, | Tun
Mae CE-mapkyBaHHS, 1JI TeCTYBAHHS AKI SIKi MAKOTh | 3MIHM
OKpeMHUX 3pa3KiB JOHOPCHKOI KPOBi K MaTh | OyTH HaJaHi
HOBOI'0 TECTOBOI0 HA0OpPy a0 3aMiHU oyTH
3a3Ha4eHoro y [IM® BHKOHAHI

1 1,2 TA

YmoBHu

Hogwuit TectoBuii HaOip Mae CE-mapkyBaHHSI.

JlokymMeHTaList

1. Ilepemik oprasizauiif, A€ MNOPOBOAUTHCS TECTYBaHHA 3 BHKOPHUCTAHHSIM

TECTOBOr0 HAbOPYy.

2. Onosneni BianoBigHi po3aum [IM® Ta momatku A0 HBOTO, BKIIIOYAKOYH
OHOBJICHY 1H(OpMAITiI0 100 TECTyBaHHS BIANMOBIIHO a0 KepiBHMIITBA 3 BUMOT

10 [IM®.
I'.15. lonaBaHHs TeCTOBOro HAOOPY, sikuii He | YMoBH, | loxkymenTn,| Tun
mae CE-mapkyBaHHS, 1JI TECTYBAHHS AKI SIKi MAKOTh | 3MiHH
OKpeMHUX 3pa3KiB JOHOPCHKOI KPOBI K MaTh | OyTH HaaaHi
HOBOI'0 TECTOBOI0 HaA0Opy a00 3amMiHU oyt
3a3HaveHoro y IM® BUKOHAHI
a) HOBMIl TeCTOBHI1 HA0Ip, AKKI1 He OyB 11
3arBepl:keHni y [IM® u1g TecTyBaHHA
OKpeMHX 3pa3KiB IOHOPCHKOI KPOBi y
OyAb-fIKiil YCTaHOBI KPOBI
0) HOBMIi TecTOBHIT HA0ip, AxKUii OyB 1,2 1A

3arBepl:keHni y [IM® i1 TecTyBaHHA
OKpeMHUX 3pa3KiB JOHOPCHKOI KPOBi B
iHIIIH YyCTAaHOBI KPOBi

JlokymMeHTanist
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1. Ilepemix oprasizamiif, A€ MNPOBOAUTHCS TECTYBAaHHA 3 BHUKOPUCTAHHSIM

TECTOBOTO Habopy,
BUKOPHCTOBYBATHUCH.

a TakKoX TIepesik opraHizamii, jge I1ed Halip Oyne

2. Onomieni BianoBigH1 po3aumu [IM® Ta pomatku 10 HBOTO, BKJIIOYAOYH
OHOBJIEHY 1H(OpPMAIIiI0 MO0 TECTYBaHHs BIAMOBIMHO 10 KepiBHUIITBA 3 BUMOT

10 [IM®.
I'.16. 3mina nabopy/mMerony, siki YmoBu, |Jlokymentu, | Tum
BHKOPHUCTOBYIOTBHCH /ISl TECTYBAHHS ILYJIIB AKI SIKi MAKOTh | 3MIiHH
mia3Mu (AHTUTLIA 200 aHTUreHu, a00 NAT- MAalOTh OyTH HagaHi
TeCTYBAHHS (TEeXHOJIOTIA aMILTipikanii oyTH
HYKJIEIHOBHX KHCJIOT)) BUKOHAHI
11
I'.17. BBegennsi a00 NpOAOBKEHHSA TEPMiHY yMO]?“’ ﬂOIfyMeHTH’ Tl.’m
iHBeHTapHU3aliliHOI MPOLeYPH AJIs 3pa3KiB AK1 AKI MaIOTE | SMIHH
J1OHOPCHKOT KPOBi MalTh | OyTH HajgaHi
oyt
BHKOHaHI
1 1 TA

YmoBHu

IaBeHTapM3alliifHa TIporeaypa MPOBOIUTHCS

3a OUIBII CYBOPUMH BHUMOTaMHU
(HampuKJIa] BUIaya JO3BOJIY TUIBKH MICJSl TOBTOPHOTO TECTYBAHHSI JIOHOPIB).

JlokymeHTaList

OnoBnieHi  BiAnoBigHi po3aum [IMO,

BKJIIOYAIOUYM OOTPYHTYBaHHS IIOJAO

BBEJICHHS 200 MPOJOBKEHHS TEPMIHY 1HBEHTapHU3aL1AHOI MPOLEIYypH, YCTAaHOBH,
JIe 3aCTOCOBYETHCS TIPOLIEYPa, & TAKOK 3MIHU Y TIPOLIEypl IPUUHSTTS PillIeHb, Y

TOMY YHUCJI1 HOBl YMOBH.

I'.18. BuiiyueHHsi 200 CKOpPOY€HHS TEPMiHY YMOI?H’ I[OIfyMeHTH’ T'fm
iHBeHTapHU3aliiiHOI MpoLeyPH AJIsA 3pa3KiB HKL AKI MAIOT | SMIHH
JI0HOPCHKOI KPOBi MaloTh OyTH HaaaHi
oyt
BUKOHAHI
1 1b
JlokymeHTALliSt
OmnogneHi BianoBiAH1 po3aiau [IMO.

I'.19. 3amina a0o noxaBaHHS KOHTeliHepIB YMOI?H’ ﬂmfyMeHTH’ Tlfm
JJIS KPOBI (HANPUKJIAA TUISIIIKH, TAKETH) Kl HKI MAIOTE | SMIHH

MaKTh | OyTH HaJaaHi
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oyt
BHUKOHaHI
a) HOBi KOHTeliHepH VISl KPOBi MalOTh 1,2 1 1A
CE-mapkyBaHHS
0) HOBI KOHTeliHepH /151 KPOBi He MaIOTh 11
CE-mapkyBaHHS

YmoBHU

1. Konreitnep mae CE-mapKyBaHHS.

2. Kpurepii 110,10 IKOCT1 KPOB1 3aJIMIIAIOTHCS HE3MIHHUMU JUIsI KOHTEHepa.

JlokymMeHTanist

OnosrneHi BianoBiaHi po3aum [IM® Ta gomaTkyd 10 HBOTO, BKJIIOYAKOYH HA3BY
KOHTEHHEpa,  BHPOOHMKA, cnequ@IiKamilo  pPO3YMHY  AHTUKOAryJsHTa,
nintBepmkenass CE-mapkyBaHHS, a TakoX Ha3By YCTaHOBH KpOBi, i€
BUKOPHUCTOBYETHCS LIEW KOHTENHED.

I'.20. 3minu y 30epiranHi/TpaHcnopTyBaHHI YMmoBu, | JlokymentH, | Tun
SAKI sIKi MAIOTh | 3MiHM
MAalOTh OyTH HagaHi
oyt
BHKOHAaHI
a) yMoBH 30epirannsi ta/a6o 1 1 TIA
TPAHCHOPTYBAHHS
0) MaKCUMaJIbLHUI TepMiH 30epiraHus 1 1,2 1 1A
IJ1a3MHU
YMoBH

1. 3MiHM TIOBHMHHI TIOCWJIMTH YMOBH 30€piraHHsS Ta BIJAMOBIJIATH TOJIOKEHHSIM
MoHorpadii €Bponenchkoi dbapmakomnei «JIronchka rnjasma TSt
bpakiioHyBaHHD.

2. MakcumanbHul TepMiH 30€piranHs — KOPOTIIH 3a IOTePeTHIH.

JlokymMeHTaList

Onosneni BianoBigHi po3aum [IM® Ta gomarku 10 HBOTO, BKJIIOYAOYH
JNeTalbHUI OMMC HOBUX YMOB 30epiraHHs, JaHl 3 Baimijamii  yMOB
30epiraHHs/TpaHCIOPTYBaHHSI Ta HA3By YCTAaHOBU KpOBI, J€ BIPOBAIKYETHCS
3MiHa (32 HEOOX1THOCTI).

I'.21. BupoBaa:KeHHsl TeCTYBAaHHS Ha BipycHi | YwmoBu, | JlokymenTn, | Tun

MapKepH 32 YMOBH, 10 TAKe BIPOBAIKeHHS AKI SIKi MAIOTh | 3MIiHH
Oy/Je MaTH CyTTEBHMI BIIMB HA OLIHKY MalTh | OyTH HajgaHi
BipycHOI 0e3mexn oyTH
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BHKOHAaHI
11
I'.22. 3MiHM y IPUTOTYBaHHI IyJIiB IJIA3MH YMO]?H’ I[OIfyMeHTH’ Tl.m
(HanpuKJIaa, MeTO MPUTOTYBAHHS, PO3MIp Kl AKI MAIOTE | SMIHH
myJ1y, 30epiransas 3pa3kiB myJiiB IJIa3MH) MaioTk | OyTH HajaHi
oyt
BHKOHAaHI
1 I1b
JlokymeHTanist
OwnoguneHi BiAnoBiAHI po3aiau [IM®.
I'.23. 3minu y 3axoaax, siKi OyayTh BKHUTI, YmoBu, |Jlokymentn, | Tum
SIKIIO PETPOCIEKTUBHO Oy/Je BCTAHOBJICHO, AKI SIKi MAKOTH | 3MIHM
1[0 3pPa3KHU JOHOPCHKOI KPOBi HEOOXIAHO MaTh | OyTH HaJaHi
BUKJIIOYHUTH 3 Mpouecy (peTpocneKTUBHI oyTH
AOCTIIKEeHHST) BHKOHAaHI

11




