g th

itwdnnniyh twhiwquh, quuwhwundwt wuwnwluqdh Yywnwulowbwnn (GUM)

LSUD reUd, M, % b PU wwywhnydwt pwduh whn U, Lwqupjwp,
Fuwhwwnnnubp'

<< 2Nk NPY LSU pwdwldniiph wbinn p/& thnfuqunuiwtin J. Ywhwbywup,

<<€ 2Nk MHRY LSU pwdwudniuph uwyw p/é dwynp U. Swiuwnjwlp, :

LL ML LSUT UY, M, 4 U PU wywhnydwl pwdth giluwynp dwutiwgbin, £<0 3-pn nuuh funphpnulwt <.

Uybunhujwtp,

Qunidubpp hwdwlwpgnn'

L< yupunywtnpjwl bwiiwpwpnipjwt woluwnwlwaqdh pwpnniqupniyejwt punhwtnp pwdth wnwgwinwp

dwutiwgtitn U. Uwhwljwup:

«&L ML LSUREUBUNAR-9/28» dwéljwgpny EUB pipwgulwpgh hwhdtwdnnnyh uhunh opwlwpgp
hwuwmwwnbnt dwuhb.

(LLUwhulyuts)

1. Uwubwyhgubph® EUS pupwgwlwpgh hpwdbpnd  wwhwgynn  (Uwfuwwnbujwsd)  npwlwynpdwi
swithwuhpubpht hpbug hwdwwwunwufuwunygniup hwjwuwnnn hwunwpenpetiph wnjwjnipjwl L nppuug EUS
pupwgwywnpgh hpwdbpny vwhdwidwd wwhwugubipht  hwiwwwnwuluwunyejwu b punpywsd dwutwyhgubpht
hwjinwpwpBnt dwuht.

2. Cwitdtwdnnnyh hwenpn thuwnh wuljwgdwl opp, dwdp b Jwjpp npnotint dwuht.

Cunniuyti £ npnanud’ Ynnd' 4, nbd* 0:

1. Uwutiwlpgubiph’ EUS pupwgwlwpgh hpwytpny ywhwgynn (bwiwnbuyws) npulwynpdwi

swihwhpubpht hpbug hwdwwwwnwuuwbnieynip hwjwunng hwunwenebph weljwnpjul, pug EUS

pupwgwlwpgh hpwytpny uwhdwiujws ywhwugttiphtt hwiwwwnwufuwunyejw b ptnpdws
dwubwlhgubpht hwjnwpwpbin dwuht.

(U Uuhwlgud)

wuu wnnbpbn whmwhwh GYywdnunubiph lqndhmbh‘ L l;wn.wap RjW




hwipu hwdwn hhnlqu.uwgt{wb wumwhpbbnh nbfubhywlwu ;abmfaw
s:l, : n‘r[dhwjhh wlgp»-h dwuht inbnblwinynipiniup,

9, 50 U 54-pn swihwpwdhuubph dwuny wnwewplynn wwpwupbph wlywunwubipp
unwlbiguty’ pwguwntiny «yhpwihnnbp (npeuwdubin)» pwnbipp:
- - 28, 30, 31, 32, 33, 35, 49, 50, 54, 58 L 59-pn swihwpwdhUubiph Jwuny wnwswplynn wugp
nbfuthjulywt punipwgpbipnud pwgwluynd £ Bupwdhnigywt tpypttiphg nplk diynwd W/wd UUL-nud
Swunthwnd wwpwlpubph gpwugdwt hwywunwgnpbph (pwgwnnipgn bU Yuqun <<-nud wpnwnpjwd
wujpwipbiipp), huswbu bwl dwinwlwpwpdwt dwiwbwly Uepyuywgynn wiuhpwdtion thwunwenetiph dwupt:
nbintlwwnynieyniup:

p) «Lwhph-Ujwuhyw» UMC-h Ynndhg'

- 51, 52, 53 L 56-pn swihwpwdhuubph dwuny Ubplwjwgywsd' «Cwdbpwd 2» b «Lwybws 3y-nud
wuhpwdtian £ Gagpunti dwutwlygh wujwunwp, wwpwiptiiph wbluthywlwt punepwgpbpnd pwugwlwnd £
Gypwdhnipjwu Gpypubiphg nplt dbynd Whwd UUL-nd Wwd Swunbpwind wwypwbpbph  gpuitigdwl
hwjwuwnwantiph  (pwgwnnipini U Yuqunu <<-nd wpnwnpywd  wwpwiptiipp), wpuownpnnht npdws'
wpuwnpniRjwl wiuynwgnipiwt U npwlh Jepwhuydwt dhgwqquiyhtt hwywuwnwgph (ISO, GMP, CE Mark G
wjp), wpnwnpnn juqdwlbpyniepwt  (Ywd wpownpnnh wwonnbwlwt  utipluiwgnigsh) Ynndhg  ndjwy
wwpwuph hwdwp wpwd hwdwwywinwuuwbnewy b ( uu.ld) npwih hwjwuwnwagnh, udwd thwunwpenebph
(Wwwndbubiph)' Jwnwlwpwpiwt dwdwuwl Utipyuwywgubing huswbu bwl whnwubhnewy dwdybnh (wi
niibbiwnt nwpnud) dwuht nbntYwwnynieniup:

- 96-pn. swihwpwduh dwuny wuhpwdbyn k hunwlbgul; wnwewplyynn wwpwph widwunwp' pugwnbiny
«jud hwdwndbip» pwnbipp:

5utiny yupngpjwihg b hhdp punniubing << Yunwywpnipjwl 2017p. dwihup 18-h N 534-U npnadwdp
hwunwingws «EElinpnuwht wénipnh hpwlwbwgdwbs Yungh 23-pn Yenp' hwtdbwdnnnyp Yuubigpkg Uhuwnp
L bnyu opp Eauction hwdwlwpgh dhongny Swumighy wnwsht wbnp qpwnbignws  Jwubwlhgubpht'
wnwownybing dby  wouwwnwipwiht opdw pupwgpnW gnlt) tgdwd  wuhwiwwwwnwufuwunieniiubpp:
Jdbpntgjw) dwubwlhgubpp uwhdwbws dwdybnnd anltighti Updwd wiuhwiwwwnwufuwtnyegniibpp b
11.02.2019p. hwuduwdnnnup swnpnitwlbg Uhuwnp:

1.3 wbduwdnnndp npngtig, hhdp punniibing EilElunpnuwiht quwhwndwu wpnyniupttpp b hwbduwdnnnyh
wunwdubiph Ynndhg ubplwjwgywsd quwhwundwu pbpphlubpp, «Umpuwghn», «Uh Juwupp» b «Luhph-
Uwuplw» UMNC-ubph  Ynndhg Ubpyujwgywd  wbfuuhywywlu  punipwgpbpp U hpwybpny  wwhwbgynn
thwuwpenebpp quwhwwnbi unyt pupwgwywngh hpwybph Wwhwugubipht hwdwwwunwutuwb:

1.4 <wuduwdnnnyp npngtig «Unipughn», «Uh Juwupp» b «Lwhph-Upwihuw» UMNC-ubppt, hhdp
punnuubiny << Ywnwywpnipjw 2017@. dwjhuh 18-h N 534-U npnadwdp hwunwindwd «EjEhnpntwht wénipnh
hpwlwbwgdwu» Ywpgh 24-pn Yawh 1-ht Gupwlbup, hwjnwpwpb) punpws /hwnenn/ dwutwbhgubp wi
swihwpwdhuubiph dwuny, npnugny Upwup Swlwsyby thu 1-hu wbin gpunbtigunn  dwubwlhgubp b Ybpghtbphu
wwydwlwghp Yuptint wnwewnl Lbipyuwjwgub” hwauh wnubiny «Funwiutiph dwuhtn << opbuph 10-pn b 36-pn.
hnnywdutiph wwhwugubipp:

1.5 Qwbduwdnnnyp npngbig 14-pn swihwpwduh Jwuny pupwgwlwnpgp hwpnwpwpt] sywjwgws' hhdp.
punniubiny «Yunwubiph Jwuht» << opbuph 37-pn hnnwdh 1-hu dwuh 1-hu Ywnp (hwynbiphg ng dblyp sh
hwiwwwwwuuwund  hpwybph - wwjdwutbpht  (hwjnbipp Eauction  hwdwlwpgh Ynndhg  dtipdyb
 wwwydhpwinnth' ndjw| qudwt hwdwp bwhiwinbudwd Shtwtuwlywl dhongubiph swihp gpwquiighint hh
huy 26 L 29-pn swthwpwdhttiph dwuny pupwgwlwngp hwjnwpwnb sywjwgws' hhdp punntubiny, «%:; ’
ihu» €< opkiiph 37-pn. hnnwédh 1-hu dwuh 3-pn Ybwnp (ng dh hwyn sh ubpyuywgyty):
guhéhwdnqndn npn2tig hwuwnwint] «&< ML LSUN-EUSUMAR-9/28» dwdlwgpny LUS pUpR
wwjdwbwghp Yupbint npnadwt Jwuht hwjnwpwpnipjwt nbpunp b hnu:u;w[\m
Guph 10-pn, hnnywsh hwdwaw):
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