
AonaTOK
no HaKa3Y MiHicTepcTBa OXOPOHH
3Aop0B'fl YKpaiHH BHeceHHS1 3MiH

BHMorno
eneKTPOHHOro (l)opMaTY 3araJ1bHoro
TeXHiHHOro Å0KYMeHTa (eCTD) no
MOAYJI}1 1 3 peKOMeHnaUi%MH 1110110

nonaqi MaTepiaJ1iB pe€cTpauiüHoro AOCbe
B eneKTPOHHOMY (boprv1aTi 3araJ1bHoro
TexHiHHoro AOKYMeHTa (eCTD) Ta

BaninaL1iüHHX KpHTepiiB eneKTPOHHoro
(l)opruaTY TexHit1Horo3araJ1bHoro

AOKYMeHTY (eCTD), 3aTBepnxeHHX
HaKa30M MiHicTepcTBa OXOPOHH
3AOPOB'S1YKpaiHH Bin 23 KBiTH}1 2024
POKY N! 691» (rlYHKT l)

3MiH11
AO BHMor AO eneKTPOHHOro 3araJ1bHoro TexHiqnoro

AOKYMeHTa (eCTD) AO M0AYJ1f11 3 peK0MeHAauif1MH mono nmaqi MaTepiaJ1iB
peecTpauiiiHoro AOCbC B euQKTPOHHOMY 3araJ1bHoro TexHiHHoro

AOKYMeHTa (eCTD)

1. Y p03AiJ1i II:
1) a63au nepmuä IIYHKTY 7 BHKnaCTH B TaKiVipenaKL1ii:
«7. P060qi AOKYMeHTH A03BOJ1fl€TbCfl HaÅaBaTH B 0KpeMiü nanui

1103a cTpYKTyp0}0 eCTD B (bopMaTi docx/.»;

2) a63au apyrvffd TIYHKTY 7 BHKJIIOHHTH•,
Y 3B'fl3KYi3 LIHM a63aLIHTpeTivi — 11' SITHM BBanqaTH BiÅ110BiAHOa63auaMH mpyrHM

— qeTBePTHM.

3) IIYHKT 1 1 BHKJ1aCTH B TaKiM penaKL1ii:
<<11. TexHiHHa Baninauifl 1101taHH51 y (l)opMarri eCTD € 0KpeMOK) AiW1bHiCTIO

nopiBHflH0 3 OUiHKOYO iH(boprqauii, Luo MiCTHTb nonaHH%, Binr10BiAH0 KI)HTepiiB
TexHiqH0i BUIinauii, 3a HKHMH MO)KHa nepeBipHTH BCi eCTD He3aJ1e)KHO BiÅ THIIY
r10ÅaHHfl.».

2. Y p03AiJ1i III:

1) y f1YHKTi2 CJIOBO i 3HaK «pe€cTpauii,» BHJIYIIHTH•,

2) IIYHKT 3 BHKJ1aCTH B TaKiVr penarcuii:
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«3. ba30Be 110ÅaHH51 CKJ1ana€TbCH 3 aKTyaJ1bHHX pe€cTpauiMHmx MaTepiaJ1iB Ha JB
y (l)01DMaTi eCTD, 1110 paHime nepe6YBaJIH Ha p03rJ151Åi B ÅEII, Ta Ha OCHOBi *KUX 6yno
npmüy-lwre pimeHHfl npo ÅepxaBHY pe€cTpaui10, nepepe€cTpauif0, BHeceHHS1 3MiH»;

3) y 11YHKTi7 CJIOBO BHJIYLIHTH•,

4) B a63aui mpyroMY IIYHKTY 9 CJIOBO BHJIYLIUTH.

3. FIYHKT4 p03ÅiJIY V BUKJ1aCTH B Tarciü penaKuii:
«4. IliA qac ITOAaHHH MaTepiaJ1iB, 1110 06rPYHTOBY}OTbBldnpaBJ1eHH51 TexHiqH0i

HOMHJIKH, 3aHBHHK nonae JIUCT y AOBiJ1bHiV1(boprvli, y AKOMY 3a3Haqa€ 110MHJIKY Ta

06rPYHTYBaHH51LUOAO Ti BHnpaBJ1eHHfl. B JIHCTi Mae 6YTH3UHaqer-10, Luo 3aflBHHK B

CTPOK AO 3 p060qux AHiB nicJ1% OllJ1aTH npouenypn Hama€ MaTepiaJIH B eCTD
BiA110BiAH0 no HHHHHX HOPMaTHBHO-npaBOBHX aKTiB ,

51Ki HOBHiCTK) BiA110Bina}0Tb
Ivramepia.naM B nanepoB0MY (l)01DMaTi, Luo 6YJIHHanaHi pa30M 3 JIHCTOM B M03.»

4. B A0ÅaTKY 4 CJIOBa i 3HaKH:
submission

type (

I maa»

3aMiHHTH CJIOBaMH i 3HaKarvm:

«<!A TTLIST submission
type (

maa».

5. 1103HIÅii I i 2 AomaTKY 5 BHKJ1aCTH B Tarciü pexxarcuii:

1

2

H0Mep

Ha3Ba

EJIeMeHT

AmpeKTopiq

K0MeHTap

H0Mep

UA Module 1

UA MOAYJ1b I

m I -ua

ml/ua

Top level directory for the UA Module 1 as per ICH
eCTD Specification

AHpeKTopifl BepxHboro piBHH UA M0AYJIHI
Binr10BiÅH0 AO cneumd)iycauii ICH eCTD



Ha3Ba

EJIeMeHT

q)aüJ1

KorvreHTap

3

UA Module 1 - DTD version 1.0
UA 1 - DTD Bepciq 1.0

ml/ua/ua-regional.xml

The UA Regional XML instance including the

envelope information. Note that the operation

attribute for the ua-regional.xml should always be set

to «new».
IlPHKnaÅ UA Peri0HaJ1bHHV1 XML, BKmoqafOLIH

npo KOHBePT. 3ayBa)KTe, Luo aTPH6YT
onepauii ua-regional.xml 3aB)KAH Mae 6YTH
BCTaHOBJ1eHHM Ha «new».

3MiHV1

l.

2.

AO BaniaauiiiHHx KI)11TepiiB eneKTp0HHoro 3araJ1bHoro
-rexHiqnoro AOKYMeHTa (eCTD)

1103muiro «9.9» BUKJI}OHHTH.

1103HUi10 BHKJ1aCTH B TaKiM pezxaKIAii:

12.1 P03L1.1HpeHH51

BY3J1a

KOXHOI"O

P03L11HpeHHH BY3J1a
aTpH6YT title He €
110PO)KHiM

3. 1103HUiK) «14.6» BHKJ1aCTH B TaKiü penaKL1ii:

14.6 ATpn6YTH AKIUO OAHHHUi P/F
KOHBepma nonaHHfl - initial a60

reformat, TOAi
aTPH6YT110B'513aH0i
110CJ1iAOBHOCTi
110BViHeH Marrm

3HaqeHHfl, Luo
AOPiBHK)€ 110TOHHiM

TIOCJ1iÅOBHOCTi.

3BePHiTbCfl
UA

MI. Flin qac
nepmoro 110AaHHH

noqaTKY
peryJ1flTopH0i

AiflJ1bHOCTia60
nepeBipKH
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4. IT03HUiK) <<14.7» BHKJ1aCTH B TaKiü penarcuii:

14.7 Ampu6YTH
KOHBePTa

AKI_UO 0ÅHHuui P/F

nomaHH51 He
AopiBHk0€ initial a60
reformat, TOAi 3anmc

1-10B' fl3aH0i

HOCJ1iAOBHOCTiHe
Mae AOPiBHfOBaTH
3HaqeHHf0

110T0LIH0i
HOCJ1iAOBHOCTi.

5. 1103HUiK) BHKJ1aCTU B Tarciü penaKuii•.

16.BP4 PDF
(baiJIV1

Yci rinepnocunaHH% BP
Ta 3aKJ1aAKM

HUIaUITOBaHO Ha

inherit zoom.

3a%BH 110B' H3aHHVf

aTpu6YT

110CJ1iAOBHOCTiMae
6YTH3ar10BHeHHM
TV-IM caMHM

HOMePOM uiei
110T0LIH0i

110CJ1iÅOBHOCTi.

3BePHiTbC51AO

nonaHHi
monaTKOBHX
nocJ1iAOBHOCTeä
)KHTT€BOFO

UHKJIY B Mexax
110TOLIH0i
peryJ151TopH0i

AiW1bHOCTi
110B' %3aHHM
aTpu6YT
HOCJ1iÅOBHOCTi
Mae 6YTH
3a110BHeHHV1

H0Meporv1
110CJ1iAOBHOCTi,

mca p03noqana
uro
peryJIHTopHY
AiflJ1bHiCTb.

BHKopmcrraHHfl

inherit zoom
rapaHTY€, Luo
eycc11epTaM He

110Tpi6H0

BHTPaqaTH qac
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1103Muik0 <<16.BP5» BHKJ1aCTH B TaKiM penaycuii.•6.

16.BP5

7.

PDF
(baiJIH

OKPiM BP
(l)aüJ1iB i3 p03AiJ1iB
1.0 i 1.2, 110BHHHi
rvqaTV1 aKTHBHHü Fast
Web View.

Ha r10BTOPHe
Hana111TYBaHH%

nepernuy nin
qac

BUKOPHCTaHH51
HOCHJ1aHb

nepexony AO
HOBHX

AOKYMeHTiB.

BHKOPHCTaHH51
Fast Web View
Åor10Mara€
3a6e3neqHTH

OllTUMaJ1bHY
ed)eKTHBHiCTb

CHCTeMH

nepermny.
OÅHaK, Hanp.
(l)0PMa 3ax0ÅiB
mcjlfl

JliUeH3YBaHH51
(PAM) i PDF-
(baiJIH

eneKTPOHHOi
(I)OPMH 3a%BH

(eAF)

3 Uboro
npaBHJ1a,
OCKiJ1bKH BOHH

He MO)KYTb

6YTHHanaHi AK
Bepcin AJ151

II-IBHAKOFO Be6-

nepernuy.

1103UUiK) .2» BHKJ1aCTH B TaKiVf penaKL1ii:



UAl.2

8.

UAI.O

npaBHJ10

6

Ml.o, MI .2 3

HUBOIO form, annex,
letter Mal-OTb 6YTH
fliÅnmcaHi

YKPaiHCbKHM
eneKTPOHHHM
IliÅr1HCOM.

T103HUi10 «UA I .0» BHKJ1aCTU B TaKi1-Yi penaKL1ii:

Cynp0BiAHHä JIHCT P/F

npaBHJ10 (barmy 060B'H3KOBHV1

y p03AiJ1i M 1.0.

AnpeKTOP AenapmaMeHTY UH(PPOBMX
rrpaHcd)opMauiä B oxopoHi 3A01)0B'q

Ilinrmc
110BHHeH

6YTH
BHKOHaHHV1

CTaHAaPTHHM
P03111HpeHHIYf

eneKTPOHHHü
nimrmc PDF
(PAdES).

Cyr1POBiÅHH1i
JIHCT HOBHHeH

6YTHHUIBHHM
3 operation —

new, B KO)KHiü

110CJ1iAOBHOCTi.

JIYK'AHOB


