Cutquo N 1
L Junwywpnipjuu 2019 pywlwiuh
thtinpyuph 28-h N 199 -'U npnyuwiu

uurs

GELE P BU, HE LU L3NNG P ULSUNRF8UL MUSTUX ULSURUUUL
N ONRULENNFBUL LU LNLLE PL AUTTNUSUULUT LNNEF8BUL HhSUNMUUT L

L U HRCULNR® HNRB(ULE

1. Unyu Jupgny Jupgquynpymu Gu ntmtiph b nimuwynmptph wpnunpnipjuu. yuwmywa
wpunwunpujuu gnpontutinipjuu Juunuubipht hwdwywunwujuwunipjwu nhnwpyuwu
(wunthtin' NUS nphunwpynid)  htn uyyywo hwpuptipmpgyuivubtipp:: Swyjnmwnmh nhunidh
huwdwéawyt GYpuuhwljui muntuwjw thnpjuu (wjunithtin” GUSUY) MUS nhunwpynidu
hpwuwuwgynid £ GUSU ‘tinugnpoéwljuu nhnnwpudwu juunuutiph b hwdwwntin ntnw-
ghpdwuu nhnwpuwn wywhnydwu jupgh hwdwawyu:

2. «“¥imtph dwuhu»y Qugyuumnmuiuh Cwipuytinnipjwiu optiuph hwdwawju Cwywuwmwuh
Cwipuytimnipyw wnnnywywhnipjwu bwfuwpwpnipjuu (wyunthtin® twfuwpupnipniu)
hwunwnwd yumywd wpnwunpujuu gnpomutinpyut (wyunthtin” MUS) Juunuubpny
uwhdwuywd hwulugnipniuutipp unyu hdwuwmny Yhpwnbih tu bl unyu jupgnud:

3. Qadwawju «“Fanbiph dwuphuy Cayjwunwiuh Cwupuybtimnipjwu optiuph 18-pn
hnpJwdh 4-pn dwuh” MUS-h nhwwplnuip Rtmbph wpnwnpupywt wpwopnud (wyn, poed
wpunuywnyhpjud) MUG-h juunuutipht hwdwyuwnmuujuwunpyuu guuwhwundwt gnpopu-

pwg L, npu pungpymu £ vl npuayh hujdwu jupnpunnphugh gnponiutmyeywiu, wyn pynd’ uwl

wuydwuwgnpuht fupgny hpuyuiiwugynn jupnpuunnp hujdw wpluuwnwiuputiph guwhunnnidp:
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4. «"Fantinh dwuhuy Cwyuumwiuh Cwupuybinnipjwu optiuph 18-pn hnnywoh 5-nn
dwuny uvwhdwugwd NMUSGh nhnwpymdutpu hpujuiugumd £ Quyuunuiuth Lwupuyinnt-
pJjwu Junuyjwpnipjuu npnpdwdp vwhdwuwd thnpdughnmwjuu Juqiwytpunipyniup
(wyunthtin” Juquwltipuynipyniu):

5. MUS-h phunwpiwt httn Juwywd dSwjuubpp (wyn pymd  gnpdmnuuwh),
«Pntph dwuhu»y Cwjwunwuh Cwupuybnnipjuu optiuph 18-pnp hnnywodh 4-pn dwuh
hwdwawyu, thnjuhwmmgnid £ hwynuwwmnnmu® Ynnutinh dhob opiupny uwhdwugwd jupgny
Jupywd yuydwuwgph hhdwu ypw:

6. ‘tuntiph wpmnwnpmpywu (hgbughw niutignn hpwjwpwiwluwu wudwug b wuhwwn
atmuwpluwmtptph wpunmunpnpymuutipmd, ntntinh wpnwnpmpejwu jhghughw unwiwng
htinn wnwght 3 mwpjw pupugpnud, dwutwghnwjwu pupwghy nhnwpymdubtnu hpww-
twgynd tu wdbu nwph, wjunithtinl' jmpupwgnip 2 mwpht by whqud® wjwuwynp-
dwu dudwuwy wnwsunpytyny nhuljtiph Yytpmonipjuu dwuhu « Mmugnpdwljuu ntugni-
pniuutnh hudwgnpowygnipyw ujutiwy thowqquyhu juquuytipunipjuu nintignygutipny:

7. NUS-h nhunnwupynudutipu hpujuiuwgynd Gu jugquutipuyniejuu uuntwnpnipjudp

uwhdwugwd npuh funwdupdwiu hwdwljupgnid hwununywd pupuguijunpgtinh hudwaéaugu:

II. NUS-h HhSUNLHYUUL HNPOL LU

8. MUA-h nhnwpynidutiph tyuwunwyny wpunwnpnnp nhdmd E jugqiultpynipymy’
utipquyugutiny Cwjwunmwuh Qwupuybnmnpjuu  junwyuwpnipjuu 2019 puliwuh
thtnpjuiph 28-h N 199 - U npnpiwu N 4 hulgjuwony uvwjuwntugwd  thwunwenptnh
wnhuwubipuoqud  wuwwdabuutpp' (MPGhES  (PDF)  duwswthng  $uyiiph wbiupny))
hugtiptuny U (ud) nnwbipbuny b (Qud) wigtiptuny’ wnédtint b (Yud) Eiiupnuwghu

hwugting b (u) Ejzupnuuwht hwdwlupgh dhongny b (Jud) thnumnwjht wnwpdudp:
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9. MUS-h nhnwpynufu uuynud £ nhunwpuwu Jupéah Jawpdwu thwuwnp hwygwuwmnnn
thwuwnwpnpeh wnjunipjuu nhwpnid:

10. MUS-h nhnwpynudu hpwuuwgynid £ tptip thnyny'

1) phnwpuwu vwjuwyuwnpuunnid.

2) wpnunpuunwpwopnid nhnwpydwu hpujuwuwgnid.

3) httmnhnwnpynidwyhu gnpopupwgutn:

1. Vuwjuwyuwwmpuundwu thnymd junwpynd | ubipuyugud thwuwmwpnptinh
thnpawpinipynm’ wnwybjugniyup 15 wpluwmwupwyht opdw pupwgpnid:

12, dwunwpenpiph thnpawpuunypyuwu pupwugpmd junpnn tu wyuwhwusylty jpugnighy
wnjujutin, npnup utipuyugutim dwdwiwjwhwnywonp thnpawpuunipjuu hwdwp vwh-
dwujwd dwudljtinnud sh uipunynid:

13. ®npawpulnipu pupwgpnid  jpugnighs myjwjubipp jud thwunwpenpetpp utp-
Juyugutm wuhpudtpmmpuu dwuht wuwywd jupgny wpunwnpnnhu wnbntugutynig
htinn 60 wpuwnwupught opyw pupwgpmd npwup subtpuyugytym ntiwypnd thnpawpuuni-
pIntup nunwupbtigynid L, b uquynmd E nhundp dopdtynt ybpwptippuy  thnpawughunwujuu
tiqpujugnipniu:

14. Uujwju nhunwpyuwt wprymuphg' atipjuyugwd hwunmwpnptpp b Jawpp
htin v Jipunwpaynid:

15. Upnunpuunwpwoph nnujth (SCwyjuunuuh Satipuytnnipjuu junwywpnipjwuu
2019 pywluup thtmpguph 28-h N 199 - U npnpdwt N 4 hwybpwdh hwdwawyu) thnpaw-
putinipjut wjwpunhg htinn Jugquynmd L nhnwpiuu hpujutugdwi wjwt' utipuntyng
NUS-h nhnwupyduu spowiwljutipu m dudjtnutipp, npp 5 wpjuwmwupwyh opyw pupwg-
pnid hwdwawyutigyniud £ wipunwnpnnh hton:

16. Upuunpuunwpuidpmd nhunwpynidu hpujuiiwgymd | tptp hpduwluin thnngtipng’

wnwy tjugnyup 5 wpluwnwupwyhu opjw pupwgpniu:
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17. Upmnunpuwnwpuwoph nhunwpydwu wnwghu thnynd wtmh £ mutiumd bwjuuwjuiu
hwinhynud niljujup b wnwugpught wuduwuquh (npuuynpjuwd wud, unnpupwdw-
unmuutiph njwywputip) htin, nph pupwgpnid’

1) NUS-h thnpawgbinp'

w. ujupwugpnd £ gphnwpdwu syguwmwyp b gpownwljutipp,

p. munifuwuppmd b putwpynud £ wipnunpmpyuu juqudupuujunniguopwhu
ujubidw,

g. upnid £ nhnwpyuwu wppymuwybn hpujuuugdwu hwdwp wuhpwdtpm pninp
gnponutipp, npnup whwp L wywhndh wpnwnponp’ MUS-h nhnwpduu pupwgpnid.

2) hpwjwpwiwwu wudh gnpdwnhp dwpduh niuupp jud wuhwwn ainuwp-
Juuntipp’

w. utipquyugumu £ npujh wyuwhnydwu punupwjuiunipniup, npujh junwywpdwu
hudwlungp, huywtu vl wjunpn nhnwpyndhg htn - wponunpuwnmwpuodputiph uwppw-
Ynpmudubinh, wpmwnpwuph, wuadutwluquh htn juwywd thnthnjunipynmiuutipp b bwjunpn
nhunwpuwu dwdwiwly wpawuwgpywd unmdubiph b pbpnipniuubph  swinudubpp’
pugunnipjudp wnwoht wugwd juwmwpynn nhunwpldwl,

p. Wywuwynud £ NUS-h thnpdwgbtimhu nmintiygnn, npp wmbpjuy L wpunwnpnipjuu
npulh wywhnydw pnpnp punuinphgubphl,

q. mpudwnpmy k ubiiyuly’ MUS-h thnpadwgtinh (hinpawgtnutiph) hwdwp (wuhpw-
dtipmnipjw ntiypnid):

18. Upnunpuwnwpuoph nhunwpydwu tpypnpn thnymd jumnmwpymd £ dwupudwuu
nhuwpymu: Uyn ayyunwyng’

1) MUS-h thnpawgunn (thnpawgtinutnp) hpuuwuwgund  (hpujutiugumd Gu) spoung
wpununpunwpuopny' nhnwpybng wpnwnpujuu gnpopupwgh Juquuytpynudp Gu-
Wmptinph wwhbtunhg dhush Ytpsuwjuu wpnmunpuuph wwhtiunm: Cpouygh dudwuwy

hpujwuwgynmu tu dwpnip mwpwoputinh, wpunwnpumnwpusputiph nuuwynpyuonipyuu
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twpunwpughnwliwu jmdnmdubinh, mwpwoputinh utippht hwpnupdwu, npuyh huldwu
gnuhutiph, vwppbiph b vwppuynpmdutinh, onuwMuyuwpuwpdwy, spudunuljupupdu,
otmmguwu hwdwupgtph, wpnunpuunwpwoputipnid gnpénnnipniuutinh hwunwenpuynp-
dw, wuaduwuquh ghwmtijhputiph, hdnnipyniuutiph b MUS-h wy] pwununphsubiphu hwdw-
yuwnwufuwunipyut dwupudwut nmunifuwuhpnigimuutp: Cpouyghg htn hpujuiiwugynid
tu uytighdhughwutiph, wpnmwnpujuwu puuwaltiph, wpnwnpujuwu gnpopupwgutnh
L thwpblpwynpiwu  hpwhwuqubph, wjuwwnmwupwht uwpwgptpnh, Ywhnugdwu
wpawbwgpnipiniuutinh, wwpptp hpwhwuqutph, utiphwh pugpnnuwu pupwgwlupgtph b
wpawwgpnipiniuutipnh, yuydwuwgpuyhu wpnunpmpyniu b npuyh huymd hppujuiwgutin,
pnnnputiph m httmustinh, hupuwwmbiuygnpyuu hwdwwunpgh, junmunipjuu unniguwu
dpwgphu yupwpbipnn b MUS-hu wnusynn wy) thwunwpenptnh dwupudwuu niunmduw-
uhpnipyniuutp.

2) opsuygh b nnumduwuhpmpjuu dudwuwly yuwnwujuwuwmniutiph atpuynipjudp
pwpapuawyuynd £ pnpnp ptimnudutiph dwuh, hwyhpa putwplynd £, nphg httin dhwju
wpawuwgpynud £ hppl ppnipiniu.

3) yupnn £ hpwwiwgyty udnipunnmd dhywulju) b Japsuwujun wpmwnpwuphg,
husytiu vwl Guwynptphg U ninh wpnwnpuiuwu gnpdopupwgh Ypw huwpwynp
wqnlignipni niutignn wy) Wmptiphg (hugwhuhp Gu” wpnupunwpwsph onp Yud gnipp
U uju): MU thnpdwgtanh Ynnuhg hpuljuiiugynn idnpundwin gnigpupug wpnwnponp
tnyuwtiu Yupnn £ hpuuituguty Ypluophuwy udnpunmd’ Jhawhwpnyg hwpgh opywiwly-
utinmud utithwjwiu httmwgnunnipyniup Juquuytipybjnt byuwnwlny:

19. Upunwunpunwpuwoph nhwnwpydwu tppopn thmmd mtmh £ niuiund. Ggpuathwiyhy
hwunhwynd, nphtt Wupmwnhp dwutwlygnid | wnwigpuhu wuduwjugqup’ putiwpltyng

pnnp hwynuwptingwd ptipmyggnivutpp, stmnudutpn, pugennmuutpp, b hwdwawjutigynid tu

npwg ynjdw vwjuuwuu dwdljtonutipn:
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20. Upnwnpuwnwpwoph QMUS-h phunwpyuwt wppyniuvuynnipjuu wyuwhnydwu
tyunuyny NUS-h thnpawgtinp upnn £ nhunwpuwu pupugpnid junwply (nruuujupu-
hwunidutip b mbuwgpnipniuubp:

21. MUS-h Juunuutiphg b npwugny vwhdwuywd gnpdpupwgutiphg sinmdutipp b
plipnipniuutinp, pun ywjupnuyubph pudwuynd G 3 fudpp’

1) Ypphmhjuluwu ptpmpnivutp (ujuwjubp) npuyh b wujunwugnpjuu Yypu
wqnnn punnudubip, npnug htmbwupny wpmwnpwuph Jhpwnndp upnn B aywuwluh
nhul] hwunhuwuw] hwupnipjuwu b jhunwuhutiph wnnnonipyuu hudwnp Jud dptipuwmn
Jhunwuhutiph opquuhqunmd Jupnn Gu dbwynply Junuwugquynp duwgnpnubip.

2) junpnp pbpnipiniuubtp’ npuh b wujunuwugnipjwu ypw wgnnn ny Yphnhluluu
otinnudutipn, npnug wuwydwuutipnud hpwwuwgynn wpununpuuwu gnpdpupwgp Juu
wpununpyuo ntmp sh hwdwyuwunwujuwunid Cwujwunmwuh Cwipuybnnipyniunid uwh-
dwujwd ywhwugutinht.

3) thnpp ptpniejmiuutn’ npuyh b wujunuwugnipjuu ypw wudhswljuunpbu swugnnn
otinnidutip:

22. fungnp b thnpp ptpnpmiuutiph hudwgnpjuu wpnymupnd Jupnn Gu abwgnpyy
hwdwyunuuuwtiwpun wytgh pupap nhujugh’ fJunpgnp b Yphuhuuwiu plipnipymty:

23. Upnwnpuunwpwoph MUS-h nphnwpiuwu wppyniuwy imnipjut wywhnydwu
tywwnwyny MU thnpaugtnp jupnn L dhugsh nhunwpymd uutqp junwpty swjuuwuu
opowyg’ wpuwunpuunwpudph wtmuljuydwit m junmgywophu Swimpwiugnt uyumnwlny:

24. “thwnwpynidhg httmn MUS-h thnpawgbtinp 3 wpfuwmnmwupwyhu opydu pupwugpnid
Eitiyupnuuwghu thnunny ud thnunught winwpdwdp wpmnmwnpnnhtu nqupymu £ gpnipniu,
npnid hwhpd uupugpnid £ nphnwpuwu pupwugpnid hwymuwpbpywd phpnypeyniuutipp:

25. Upnwnpnnu wnuwytqugnyup 20 wpfuwnwupught opju pupwgpnid juquwytip-
wnipjut hudwawyutigdwuu L ubpuyugumd hwynuwptpquo phpnipymiuutph Japugdwu

m Juitfuwpgtipiwi thgngunnifutiph dpughpp” hpuajuituguwin dundwiuugnygny:
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26. dundwwlugnygny uwhdwugwd dudjtnubpet wjwpunytqmg  htann,  Jufugwo
hwynuwptipyud ptpmpjwu punyphg' MUSh thnpdugbnp (hnpawgtanputipp), hpulwwg-
unud £ (hpwuuwgund tu) nhunwpynd’ dSpugph juunwpnidp guuwhwntn byuwnwyny:

27. MUS-h huwdwywnwujuwunpyuu quuwhwwndywu wpyniupuiph hhdwu Ypw
nhunwpuwu wjwpnhg htimn wnwybjugnyup 20 wluwwmwupwiht opjw pupwgpnid
Juquynud b wpnwnpnnhu £ mpudwunpynud nhnwpdwu hwpytmynipyniu’ hwdwawju N 1
alh, npp ubipunnud | guwhwwndw yppwnwljutipp, wpnwnpnipjuu ujupugpnipiniup, pugw-
huynywd plpneymuutpn b tiqpujugmpniuutipp: “thunwpydwu hwyytnympyuu wdthnih-
dwu by whwp L updwd jhubt wpmwnpumwpudph hwdwwuwnwujuwumpyniup MUS-h
Juunuutinhtu b Yphwnhjuwu n junynp phpniyemuubtpp, Gl ppuup wnlju tu:

28. thunwpluwu hwyytimynipjuu dly puguuwluu bgpulugnipjuu hhdp bu
hwunhuwund dty yphmhjuuu jud ytg b wythh junpnp phpnipyniuutinh winuwynipjniun:

29. Fthnwpldwu hwyytmynipiniut wpunwnpnnhu L thnfuwugymd  Ejaunpnuwghu
thnunh dhongny b (Jud) thnumwyht wnwpdwdp:

30. “thnupyuwu pupwugpmu hwymuwpbipnuo ppmpniuutiph yuydwuutpmd wpnw-
nujuwd b gmuywhwugwd ntintinh wnjuympywy, huywtu vl wpnwnpuuph Jimovwu Yuwu-
Jwoh ntyptpnd  Juquuytpunpnivut wudhywytu hwynumd £ vwjuwpupnipyuup b
Cwywunuwuh Cwipuytitnmpyuwu wnnneuywhwjuu b wyjuwmnwuph mtugwjuu dwpdupt’
Cuywunuwiuh Cwtipuytitnmyeywiu optiuunpmyeyudp uwhdwuywd hudwywnmwujuwu dhongutip
(wpununpuiiph ppgwitiunmipjuit nunuiptignid, htanluiuyg, ntmtph wpnwnpmpuu hgtiughuygh
gnponnnipjuu Juubgnd, wmtntjuwmynipjuu mpudwunpnid hpwjwwwh dwpdhuutiphu)

atimuwpybynt vywwmwyny:

cUusuUSULvh CULNPUNGSNRFBUL
JurUNES L. dUChLBUL
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QN1

GGGk B, HELUL3NRFEh ULSURNRFE8UL AUSTUX ULSU R UUUL
AN ONRLENNFBUL LU LNLLEPPL AUTUNUSUULU LNRF8UL FhSUNPYU UL
CUCUESUNRFBNRLL

1. Cupybtnynipyuu hwdwpp

2. Fhwnwplyynn wpnmunpunmwpwdph
gkt Juypp

3. bpujuwiwgynn gnponiutinipiniup

4. Fhnwpyuwu wduwphyp

5. ‘thnwnpynn Juquwlbpynipiniup
6. MUS-h thnpawgbmutinp

7. Chuplipp

8. ‘Utipwodnipiniu

9. thwnwpuwu hwyhpd ujupugpnipniup
1) nhuwplynn Juquwytpunieyui hwljhpa
uupwgnnipjniup

2) nhnwnpyuwu opswuwljutinp

3) nhnwpluwu gninhu (gnnhutipp)

10. Fhnwpydw skupwunpyywd
gnpopupwgutipn

1. Fhnwpyduu dwdwiwl hwunhwywo
wuduwjuqun

1) wumhy wnmph wpnwunpnipiniu

2) ytipouwjut wpmwnpwuph wpumwnpnipjntu

3) dhowuljjuy fud pwyp wpumwnpnipiniu

4) Uhuwyu thwpbpuynpnd

5) ubipunonud
)
)
)

)

Jwpnpuwnnpuyhu huljnd

7) utiphwyh hulnud b utiphwyh pwgpennnid
8) wwhtuwmwynpnmd b puwpjund

9) httmwgnunynn ntinugnpoéwjuu wpunwnpwuph
wpunwnpnipintu

10) wy

12. NMUS-h thnpawgbtnh (thnpawgbnutiph) nhnwpynmdutipp b Wjunnnnipjmuutipp

1) npuyh Junwywpnid
2) wuduwuqu
3) mwpwoputin b uvwppwynpmidutin
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4) thuunwpnpwynpnid
5) wpumunpnipniu
6) npulh hulmu

7) quydwuwgpuyhu wpmwnpuup b
Jupnpumnpuwjhu hunid

8) pnnnputin b htnjuiuy

9) utinphu unnignid

10) pwpfudwu b wnwpdwu npuljh wmywhnynid
11) wmpnunpumnwupwoph nnujt

13. ftipmpymiuutinh uupwughpp b
nuwuwluwunpgnudp

14. Gqpulwgnipniu

15. lunphpnuwynipjniu

16. Uj) hwuwnnilj upnudutip

17. Uy gnponnnipyniuutin

“Lunpwunmud’ hinpdwplinipjuu dudwuwl,
puwmpwuph Swjwyp

Uuniuubinp, wgquiuniuutipp

Uwmnpwugpnipyniuutinp
bUwuquulupynipiniup

Opp, wuhup, nmwptphyp
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Cuytipjuo N 2
L Junwywpnipjuu 2019 pywulwiuh
thttmpJuwiph 28-h N 199 -'U npnpdwu

uurs

QUSCUX ULSU M UHUL SNCoNRLENRG8UL UYL UUSUS b
SpuUu Uy

1. Unyu Jupgny Jupguynpynmd tu Cwyuumnwiuh Swipuytinnipiniund nbntiph b
ntmwyniptnh wpnmunpmpniu hpujwuwgunn hpujwpwuwlwu wudwug b wuhwn atmuwp-
Juwtptinpht wuwwn)wéd wpnwnpuljuu gnpontutimpjut hwjwuwnwgph (wyunithtn' NMUS-h
hwjwuwnwghp) wpudwnpdwu  htm juyywd hwpwpbpnpymuubpp:  Gypuuhwuu
numbiuvwuwu dhnipjuu MUS-h hwjuunmwghpp mpudwnpynid | GUSU™ “banugnpowljwu
nhunwpyuwu juunuutinph hwdwawyu:

2. MUS-h hwjwunmwghpu wpmwnpnnhu £ npudwunpnid Cwywunmwuh Swupuybi-
wnipjwu wnnnouywhnpju uwfuwpupmpniup (wjunthtin' bwjuwpupmpmu)” hwudwawya
Cwywumnuwiuh Cwipuyinnipjuu junwywnpnipjwu 2019 pyuuuh thtpyuph 28-h N 199 - U
npnpdwiu  1-ht Yhwh 1-hu Gupwlbinny uvhdwidwd Jupgh® Cuywunwuh Lwipuytnni-
pJjwu Junwjwpnipjuu npnpdudp vwhdwujwd thnpawughnwuu Juqdultipynipjuu
(wyumhtin® Juquutpuynipgniu) Ynnuhg wpunuwnponnhn npjus MU-h nhuowplpdwu hwpyb-
wynipjut hhtiwt ypw'® wyhmwlwu wnipph Jawpdwu thwunp hwdwuwmnn  hwunwenph
wnjuynipjuu nypmud: Ntnwjuin nipph Yyawpdwu dwuhu bwjuwpupnipjuu dwunignidu
unwuwnig htinn 10 wpluwmnwupuyh opgu pupwgpnid syauptjnt niyypnmd hwjwuwmwgnph
npwdwnpnidp dtipdynid k:

3. MUS-h hwjwumwghpt wpmwnpnnphu B mpudwnpymd ntinbiph wpnwnpoipjwu

1hgtitughwyh utipnhpnid uyywd wpnwnpuuu gnpopupwgutinh hwdwp:
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4. Unpnunpnnhu wnwohtt wugud MUS-h hwjwumnmwghpp mpudwnpynd £ juquw-
Ytipynipjwi Ynnuhg hpujwiwgywd punhwunip phunwpydwi, huly hwenpn wugudubipp'
nupwghy nhnwpynudutiph hwpytimynipyniuuiph hhdwu Ypw:

5. NMUS-h hwjwumwghp unwuwnt syuwnwyny wpnmwnponp wjuwpwpnipniu
L utipuyugunid hwyn' hwdwéawpu N 1 auh, Ygtgny MUS-h nhnwpliuu hwyytimynipyuu
wnbiuwitpudywd yundkup' (MhYhED (PDF) abwswithng $uwyjtinh wbupny])” twfuwpupni-
pIwt upnnuwuwi bEupnuughn inunp’ info@moh.am hwugting:

6. Cajip hwdwpynud | punmuwd vwfuwpupnipyniunid. dnunpugnpytqnt opdwihg:
Cuyunh dnnpugnpuwu hwump hwjuwuwnynid £ htmmwnwpa swumgdwp:

7. Lujuwpuppniund 5 wyuwmwupuwht opdu pupwugpmu wpawynud L hpudwu
(wpunthtin” Ywfuwpwph hpudw) hwjwunwghp mpudwnplgne fud ppue mpudwnpoidp
dtipdtim dwupu:

8. MUS-h nhnwpluwu hwpybmynipjudp mpwo npujut bgpujugnipjwu hhuwu
Yypw wpunwnpnnpu mpudwnpynd £ AUS-h hwjuwuwnwghp, hul puguuwuu tqpuw-
Jugnpywu ntiypmd® dtpdymu - NUSX-h hwjwuwnwgph npudwnpnidp:

9. 'bwjuwpwph hpwdwuu punmuytjnt opduiu hwynpnnn 5 wyjuwmwupwhu opu
npupwgpmd Juquultpunipniup vwjuwpupnipniu | utpuyugund MUS-h hwjwuwmwgph
twjuwghon, nphg htnn 2 wpjuwwmwupwiht opjw pupwgpnid twjuwpupnipyuu Ynnuhg

wpunwnpnnhu mpudwnpynid B hwunwnydwd MUS-h hwjwuwmwghpp, jud QUS-h
hwjwuwmwgph mpudwnpnudp dipdtynt dwuhu bwjuwpwph hpudwup:

10. MUS-h huJuuwmwghpp wpynid | wnuwbjugnijup tptip vwph dudtion]” hwpygh
winutiny nhunwpynufutiph wpyniupubipp: Cajwunwgph dwdtinp hwyyupyymd L nhunwpy-

dwlu wnwoht opywuhg:
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11. MUS-h hwJuumnwghpp wpynd | bl ophuwhg' hugtiptiung b wiugjtpbiung® hundw-
augu N 2 aup' hwjuwunwgpnd - ubpunting dhwju wyn wpmwnpnnh hwdwp Ghpwntijh
wnjujubtipn:

12. Guquwtpunypymup Jupnud £ DMUS-h hwjuunmwghp unuguwd wpmwnpnnubiph
dwupu wyjwjubph omdwpw, wju mmunpnid £ yuymnuwljuu hwdwgwuguyhu uyp-
Eonud, npnid upynid Gu wpnwnpnnh wujwunudp, wpmunpuwmwpwoph gumuytynt Juynpp,
wpununpnipjuwu mbtuwlp, wpnwunpujuu gnpépupwgh mbtuwlp, hwjuwuwmwghpp wmunt
onp, gnponnnipjwu dwdltinp, hwwnnl] wmbmbtmpniuutp, hwjwumwgph Wuwmatup
NUS-h nhnwpluwu hwdwnnwn hw)ytnynipjniup:

13. NUS-h hunjunwghp unugud wpunwnpnnp, ntmtph wpnwnpoipjui jhgiughugh
utinphpnid thnthnjunipyniuutip jud jpugndubtp juwmwptim nypnid, unp hwjuwuwmwghn
unwitwn tyunwyny bwjuwpupnyeniu  ubtpuyugunud hwpn' thnthnfunipjuin juwnwpnidhg
htinn dl wdujw pupwgpnid’ Ygyny wyn thnthnfunipinivutipp jud jpugnidutipp hwjwu-
wnn hwdwywnwujuwu hwunwpenebpp:

14. Lhgtughuwh Juytpuuyuydwuutiph’ daywunwiuh Cwupuytnnipjuu optiunpni-
pyudp uwhuwinwd Jupgny thnhnfunpiui Rtiggpnd wpuwnponp phunad £ uwfuwpapn-
pmt’ MUSP-h hwjuwuwnwghpp Jepudbwytipym hwdwp, Ygtgng Jugquuytpunipju
nhunwnpyuwu hwptwnynipiniun:

15. MUS-h hwjwuwmwghpp Ytpuabwytipuymd L unyu Jupgnd ujupugpyud pupw-
gulupgny: YLhpwaibwytipydwu dudwuwly NMUS-h hwjwunmwgph htippujuwu hwdwpp
dunud £ unyup' ynnnpuyh vpwuny jpugynid E thnthnjunipyjuu htippwujuu hwudwpp:

16. MUS-h hujuuwmwghpp Ynpgutqn Jud Juuutgne niypmd wpnunponu wnujwuqu
1000 nmuyupwiuwy niubignn mywghp dwdngnud hwynwpupnipiniu munig htin uwjuwpwpni-

pintu | ubipuyugunmd nhunud ' NUS-h hwjwuwmwgnph Ypluophuwyju utnwuwnt hwdwn:
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17. Upmnmwnpnnh nhundu unnwuwnig htimn wnwytijugnyup 5 wpjuwnwupuwyhu
opJuw pupwgpnd uwjuwpwpnipniup mpudwunpnid Ehwjuwunmwgph  Ypluophtwyp'
Jtphu we wulnmiunid Juumwnptyny «4Upluophiwly» upwgnpnidp:

18. MUS-h hwjwunmwghp wmwynt dapdnudp jupnn £ pnnnpuplyly optiupny uwh-

dwujwd Jupgny:

cusuusSuvh cULPUNESNRGFBUL
JurUNES L. PUCPhLBUL
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QAL N1

L4 wnnnowwwhnipju vwjuwpup
wwpnu -hu
(wuniup, wqquuniup)

CuU8s

AUsUUSULh AULNAUNESNNGSNRNLNRT P16 R BU, P LU L3NNG h
ULSURNR8UL NUSTUX ULSU R UHUL HICONRULENR8UL WULITL-
LEMh'L AUUUNUSUUU LR 8UL AULUUSUSh USULULNR UUUPL

1. Upmnwnpnnh wujwunwip

2. Gnponiutinipjuu hpwjuwuwgdwu Yywypp, htmwjunuwhwdwpp, Laupnuwhu

thnunp b hpumtipuimuwht wwymnuwlwu fuypp

3. Lhgkugqhwyh hwdwpp

4. “‘buntiph b npiquwynmptph wpnwnpnipwt Yunywd wpnwunpuljuu gnpontutini-

RrJwl Juunuutipht hwdwywnmwufuwunipyuu nhnwpyuwu hwyytnynipiniunp

5. Cuygynn wpnwnpuywi gnpopupwgutpp (puwpt) Yhg gwulhg)

‘Utinjuyugywd mtntiynipynivutiph hulnipyniup hwunmwmnid b

M tph wpununpnipjwu thgbiughw mutignn hpujwpwiwjun wudh gnpdwnhp dwpduh

njuywnph Jud wuhwwn atmuwpuunhpng unnpugnpnipiniup, wuntup wgquuntup, wduwphyp
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Uuuvu

cU88dN ULSUUHUL HNLoLLeUSLE R

Uwipnnt ogunugnpddwu ntintiph wpmwnpnipniu
Uuwutwpnidujuiu nintinh wpmwnpnipiniu
Jhnwgnunujuu btyuwwnwlutinny ntntinh wpmwnpnipyniu
L. UpSUrNruuldv aNLotueusuer

1.1, Umtiph) wpmwnpuiup

1.1.1. Uubiywh yuwydwuubpnid wpnmwnpuwd (npimuabiph guuly)
1.1L.1.1. Utd dwwyny htimnijutip

1.1.1.2. Lhn$hihquunutip

1.1.1.3. dwthnml ntinualtip

1.1.1.4. ®npp dwjwyny htmmlutp

1.1.1.5. Yupop ninuattip b hdyjuumutin

1.1.1.6. Uutiyuhl yuydwuubipnid wpmwnpwd wyp wpunwnpuup
1.1.2.d tpouwlw untinhjhqugyuwd (ntmwalitinh guul)

1.1.2.1. Ukd dwjwyny htimmlutip

1.1.2.2. duthmy ntinwalbp

1.1.2.3. ®npp dSwywyny htmnijutip

1.1.2.4. Gupodp ntmwalitp b pdwjuumutin

1.1.2.5. dupsuwuu untiphjhqugywd wy] wpmwnpwup

1.1.3. Utiphwyh pugpnniwu hwjwumwgpnd

1.2. /(1 untipnh] wpmwnpuup

1.2.1. N1y untinh] wpunwnpuup (ntinuattinh guuy)
1.2.1.1. Yupdp ninuuuumhdubin

1.2.1.2. dunthni] npinuuwwmhautip

1.2.1.3. Cwdbynm nliqwalitin

1.2.1.4. "LtpddYwd Ymnphguubn

1.2.1.5. CqmYjutipn” wpunwpht ogunugnpddw hwdwn
1.2.1.6. Chmmiljutip’ utipphtt ogunugnpdtw hudwp
1.2.1.7. Bdojujuu quqtp

1.2.1.8. Uy upon ninwaliip

1.2.1.9. &updwu nwl gnuynn ntiqwabitip

1.2.1.10. ffuunhnumyjhnuyht gtuipuunnputip
1.2.1.11. duthniy ntinwalitip

1.2.1.12. UndpYyutip

1.2.1.13. “Finuhwwntip

1.2.1.14. Uytinwuhutip

1.2.1.15. bumpwupnidhuw) ninwalitp

1.2.1.16. Unwuuwpnidww juwnunipnutin

1.2.1.17. (ly untinh] wy] wpmwnpwup

1.2.2.Utinhwyh pwgpnniwu hwjwumwgpnid
1.3. Uhbuwpwuwjuu ntintip
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1.3.1. Yhuuwpwuwluwu ntintin

1.3.1.1. Upyniuwyghu dwguwu wpmwnpwupubin

1.3.1.2. hinfuwpwbwlwu wpnwnpuupubp

1.3.1.3. Ryouyhtu phipuwhwjh wpnwnpuupubp

1.3.1.4. Shuwghu phipuwhwh wpnwnpuuputip

1.3.1.5. YUhuwwnbifuuninghwjuwu wpmwnpwuputin

1.3.1.6. Uwpnnt Jud Yhunwuhutinh opquutinhg unwgywd wpnwnpuwupubp
1.3.1.7. Uy huuwpwuwluu ntintp products

1.3.2. Utinhwyh pwgpnnuuu hwjwumnwgpnid (wpnmunpuunbtiuvwyubiph guy)
1.3.2.1. Upnibwyphu dwguwu wpunwnpuupubp

1.3.2.2. hunifuwpwuwjuwu wpnunpuupubp

1.3.2.3. Roowjhu plipuwyhwyh wpmwnpwuputin

1.3.2.4. Gbuwyhu phpuwyhwh wpmwnpwuputin

1.3.2.5. Yhuuwwnbjuunjnghwjuwu wpmunpuuputin

1.3.2.6. Uwpnnt Jud Yhunwuphutiph opquuutiphg unmwgywd wpmwnpuuputin
1.3.2.7. Uy jhbuwpwuwluu ntintin

1.4.Uj wpmwnpwuputip jud wpnmunpujuu gnpdmutinipyniu (vwjunpny jnbtpmd spungplywo
guujugwd wy; hudwywnwujuwu wpnmunpuiuu gnpontutmipym/wupnunpuntiuwy,
ophuwl' wywnhy ninwunptph dwupbwqtipdnd, L& optuunpnipjudp wuwhwusynn
Jhuuwpwuwuw wmhy Guynieph wpmwnpnipniu, pinupniuuuu jud
hnutinyuwpwht wpnwnpuup, pup jud wdpnnowljuu wpnwunpnipniu bk wju):

1.4.1. Upmnmwnpnipjntu

1.4.1.1. Pniuwmjuu nlintip

1.4.1.2. Sndtinywpwihtu ntmbp

1.4.1.3. Yhuuwpwuwuwu wynhy Guumpbn
1.4.14. Uy

1.4.2. Ujunhy ntinuuynipbph (odwunwy wniptinh) ytpsuwju wpmwnpwuph
dwupbwqtinond

1.4.2.1. Shjnpnid

1.4.2.2. 2np mwpwgnid

1.4.2.3. funuwy nmwpugnid

1.4.2.4. Lhihwluu

1.4.2.5. Suwddw-Gwnwquypnid

1.4.2.6. Rjiljupnuwght Gunwuquye

1.4.3. Uy

1.5.| Qwptpwynpnid

1.5.1. Unwouwjht thwpbpwynpmid

1.5.1.1. bGupop ninuuyuwmhaubp

1.5.1.2. Puthmy] ninuuywuwmhautp

1.5.1.3. Sty ntmwalibip

1.5.1.4. ‘Utipdoywod dwmphguwutp

1.5.1.5. Ctinnijutin” wpumwpht ogunugnpddw hwdwp
1.5.1.6. Ctinnijutip” utipphu oguugnpoUwu hwiwp
1.5.1.7. Rdrjujuu qugtip

1.5.1.8. Uj) Jupop ntinualitin
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1.5.1.9. &updwu nwy gnuynn ntintp

1.5.1.10. (fuunhnuniyjhnuyhtu gbubipuwnnputp
1.5.111. duthnmiy ninwautip

1.5.1.12. Unuhyutip

1.5.1.13. “Fanuhwwntin

1.5.1.14. Uytinwuhutip

1.5.1.15. hunpwpnmudhuw) ninualtp

1.5.1.16. Uuwutwpnidwljwu juwnunipnutin

1.5.1.17. 1y unbiph] wy] wpnwunpwup

1.5.2. Gpypnpnuyhu thwpbpwynpnid
1.6.0pwlyh hulynid

1.6.1. Uwupbwpwuwlwu' untiphjnipiniup

1.6.2. Unupbwpwuwjui' ny untiphjnipjniunp

1.6.3. Lhuhwlwu/$hqhljuluu

1.6.4.Ukuuwpwuwuu
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QN 2

cUsuUSULvh ULAUNESNRFBUL UH1LRUNULNRFBUL LURUUMRGSNRL
MINISTRY OF HEALTH OF THE REPUBLIC OF ARMENIA

Cwjwuwnwghy/ Certificate No: _ _ _
UrSuHNAh Mus CUUUNUSUULULNR--8UL AULUUSUSh
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Uwu/Part 1

Spwd | Cuywumnwuh Swupuybtinnipjw optiuunpnipjudp uvwhdwuywd jupgny -----—----—-------
(wdhup, wduwphyp) hpujwuwgywd nhnwpydwu wpyniupmd b yuybpuuwu £ dhush----------
Cwywunwih Cwupuy timnipjwu wnnnowwwhnipjwt vwjuwpupniejniup hwumwwmnid E
htinljuyp.

Upununpnnp'.. .o eeeeeeeeve e

Unpununpuumwpwodph gumuybnt yugpp'..coeeeeeeeeneeenienennne.

Lhgtiughwjh N.........

tupwnyyty E nhnwpydwt’ juyywd wpnwnpnipyjuu jhghuquynpdw jud nlintiph gpuugdw
htin: Uy (qupqupuiubiy). ...,

“thunwpdw wpyniupnid thwuny iy B wpmunpuunwpwoph hwdwyuwmwujuwunipiniup
Cwywunwuh Cwupuytimnipjwu optuunpnipjudp hwunmwnywo wuwnmywd wpnwnpujuu
gnponiutinipjwu Juunuutiphu, npnup hwdwywwmwujuwunid tu Gypnywuww dhnipjwu b
Gypuuhwuu muntuujuu dhnipyuu MUS-h uljqpniuputiphu b nintignygutiphu:
Cwjwunwghpp yuytipuuwi £ 1-hu b 2-pn dwubiph pnjnp Eoinh wnuynipjuw ntiypnid:
Issued following an inspection in accordance with regulation of the Republic of Armenia, the latest of
which was conducted on ...../...../...... and valid till...../...../...... |

The ministry of health Republic of Armenia confirms the following:

The manufacturer ............oooviiiiiiiiiiiiii

SIEE AAATESS. cevveieiiiiit ettt e

Manufacturing authorization NO............coeeieiiiiiiiiii i

Has been inspected in connection with manufacturing authorization or marketing authorization.
Other (please Specify)........ccveviueriiiiiuiiniiirineinnenn

From the knowledge gained during inspection of this manufacturer, it is considered that it complies
with Rules of Good Manufacturing Practice established in the Republic of Armenia which are in
compliance with the GMP principles and guidelines of European Union and Eurasian Economic
Uunion.

This certificate is valid only when presented with all pages and both Parts 1 and 2.
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U'wiu/Part 2

Uwipnnt ogunugnpddwu ntintiph wpmwnpnipyniu/ Human Medicinal Products
Uuwubwpnidujuiu ntintinh wpmwnpnipiniu/ Veterinary Medicinal Products

Chnwgnunuljuu byuwnwlutipny ntntinh wpmwnpnipyniu/ Human Investigational Medicinal
Products

1. ULSUARLUHUTL GNLOLU-US UG/ MANUFACTURING OPERATIONS

-wpununpuluu gnpopupwgutipp utipwnnid tu wdpnnowjuit wpmwnpnipiniup Jud

wnwudhu wpunwnpuluu gnpopupwgubtpp' utipunyuw ntinwalih wpmwnpnipiniup,
thwpbpwynpnidp jud dbwynpnwdp), uiphwyh pugpennnuip b hwyjwumwgpnudp, ndju) pinuath
wyuwhwwunip b puwjunidp fud wyp wpnwunpujuu gnpopupwugutin

- wnwug wpmunpuiju gnpéppugutip hppuwjuwuwgutym dhwju npuwyh huljdwu b (Gud)
pugpnnuuiu b uiphwjh hwjwumwgpdw gnpénynipymuubipp ywhwp L punqoygtu
huwdwwywwmwujumt Yntiph utippn

- el wpmnmwnpnnu hpujwuwgunid £ wnwudtwgyuwd wpmwnpnipjuu yuydwuutp

wwhwlynn wpnwnpwuph' nwnhnnptinugnpdwjuu fud wkuhghihuutp, unydnuwdhnutbp,
ghuinwnpuhljutipn, gbidwnuwynphuutin, hnpdnwy wuhynipyudp wnpbp jud ynntughuy
Junwuguynp wljnhy pununphsutipn yupmuwynn ntintiph wpmwnpnipyniu, wyw npuw dwuhu
wtwnp E upyh hwdwywnwujuwt wpnunpuntiuvwih jud ntiquabh hnmh utippn

-authorised manufacturing operations include total and partial manufacturing (including various processes
of dividing up, packaging or presentation), batch release and certification, storage and distribution of
specified dosage forms unless informed to the contrary;
- quality control testing and/or release and batch certification activities without manufacturing
operations should be specified under the relevant items;
- if the company is engaged in manufacture of products with special requirements e.g.
radiopharmaceuticals or products containing penicillin, sulphonamides, cytotoxics, cephalosporins,
substances with hormonal activity or other or potentially hazardous active ingredients this should be
stated under the relevant product type and dosage form

1.1, Untiph) wmpmunpwup/ Sterile products

1.1.1.Uuttyqun pj wyyuydwmuubipnid wpmwunpywd (nnuabtiph gumuly) /

Aseptically prepared (list of dosage forms)

1.1.L1L Utd dwywyny htinmyjutip/ Large volume liquids

1.1.1.2. Lhndhihquunutip/Lyophilisates

1.1.1.3. @uthmy ntinualtip/ Semi-solids

1.1.1.4. dnpp dSwywny htinnmyutip/Small volume liquids

1.1.1.5. bGupop ninualtip b hdwjwuwmutip/ Solids and implants

1.1.1.6. Uutiyunhl yuydwuutipnid wpmwnpywd wy; wpunwnpuwup/ Other aseptically prepared
products
1.1.2.9 tpsumljun umnbiphhqugywéd (ninmabliph guwuly) /Terminally sterilised (list of dosage
forms)

1.1.2.1. U6 dwjuwyny htinnijutin /Large volume liquids

1.1.2.2. dwuthmly ntinwalitip/Semi-solids

1.1.2.3. ®npp owywyny htipmlutp/Small volume liquids

1.1.2.4. Gupdp ntiqpwalitipn b hdwjwumnutip/ Solids and implants

1.1.2.5. dpsuwljuu untiphjhqugywd wy) wpmwnpwup / Other terminally sterilised prepared
products

1.1.3. Uiphwjh pugpennuiwu hmjwumwgpnd/ Batch certification
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1.2. 01y unliph] wpwwunpuup / Non-sterile products

1.2.1. N1y umbiph] wpwuwnpuup (npinuabtph guly) / Non-sterile products (list of dosage
forms)

1.2.1.1. YGupdp ninuuuwnhdubip/Capsules, hard shell

1.2.1.2. duthmy ntinuuwuwumhdutip/Capsules, soft shell

1.2.1.3. Cundlynt ntmwaltip/Chewing gums

1.2.1.4. 'blpddYwo dwunphgwutip/Impregnated matrices

1.2.1.5. Ciqmijutip” wpunwpht oqunugnpddw hwdwp/Liquids for external use
1.2.1.6. Canmiljutip’ ubipphtt oguugnpdvdw hwdwp/Liquids for internal use
1.2.1.7. Rdrjuju quqtip/Medicinal gases

1.2.1.8. Uj; Jupon ntmwalitip/Other solid dosage forms

1.2.1.9. &updw mwl] gunuynn ninwabitip/Pressurised preparations

1.2.1.10. ffunhnumyjhnujht guipuunnputip/Radionuclide generators

1.2.1.11. dunthmy ntinwaltip/Semi-solids

1.2.1.12. Unuhlulip/Suppositories

1.2.1.13. “Finuhwwntip/Tablets

1.2.1.14. Uytinwiuhutip/Transdermal patches

1.2.1.15. hunmpwpnidhuw) ntinuabitip/Intraruminal devices

1.2.1.16. Ubwubwpnmdwlwl jumnunipnutip/Veterinary premixes

1.2.1.17. Ny untiph] wy] wpunwnpuup/Other non-sterile medicinal product

1.2.2.Utiphwjh pwugpenndui hmjwuwmwmgpnid /Batch certification
1.3. Ukuuwpwuwlwu nltinkip/ Biological medicinal products

1.3.1. Yhhuwpwwwu nlintp/ Biological medicinal products

1.3.1.1. Upmuwght dwgdw wpmwnpwuputip/Blood products

1.3.1.2. himuwpwuwlwu wpunwnpuupubtp/Immunological products

1.3.1.3. Byouyhu pipuwhwh wpnwnpuuputp/Cell therapy products

1.3.1.4. Shuwghtu pipuwhwh wpnwnpwuputin/Gene therapy products

1.3.1.5. Yhbuwwnbtijuuninghwjwu wpmwnpwuputipn/Biotechnology products

1.3.1.6. Uwupnm jud Yhunwuhutinh opquuutinhg utnuugywd wpmwnpwuputip/Human or animal
extracted products

1.3.1.7. Uy fhuuwpwwluwi ntintip/ Other biological medicinal products

1.3.2. Utiphwyh pugpnnuiwu hwjwumwugpnid (wpunwnpumbtuwljutiph gumuly)/ Batch
certification (list of product types)

1.3.2.1. Upymuwyhu dwguwu wpmnwnpwuputip/Blood products

1.3.2.2. hunifuwpwuwwu wpmwnpwuputip/Immunological products

1.3.2.3. Poowjhu ptipuwhwh wpmwnpwuputin/Cell therapy products

1.3.2.4. Shuwyhu pipuwyhwh wpmwnpwuputin/Gene therapy products

1.3.2.5. Uhuuwwnbjuuninghwjwu wpnwnpwuputp/Biotechnology products

1.3.2.6. Uwpnm Jud Yuunwuhutiph opquuutinhg unmwgywod wpnwnpuwuputip/Human or animal
extracted products

1.3.2.7. Uj juuuwpwuwuu ntintin/Other biological medicinal products
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1.4. U] wpmnmunppuuputip jud wpmunppujuu gnpdniubtinipyni (bwjunpn Jhwmbipmd spungplyywo

1.5.

guuuguo wy  huduyunuujuw wpnuwnpujuwu - gnpontutmypyni/wpununpunmtiuwy, - ophuwly'
wlwmhy ptnuuniptph dwupbwgtpond, 44 optuunpnipjudp wwhwueynn Yhuuwpwuwlwu
wlnhy tjuwuniph wpnwnpnipyniu, pnupnuujuu jud hndbtingupwht wpmwnpwup, pup
Jud wdpnnowjuu wpmwnpnipiniu b wyju):

Other products or manufacturing activity (any other relevant manufacturing

activity/product type that is not covered above e.g. sterilisation of active substances,

manufacture of biological active starting materials (when required by national legislation), herbal or
homeopathic products, bulk or total manufacturing, etc).

1.4.1. Upmwnpnipjniu /Manufacture of:

1.4.1.1. Anmuwuiu ntintip/Herbal products

1.4.1.2. Sndtinywpwht ntintip/Homoeopathic products

1.4.1.3. Ytuuwpwuwuwu wlmhy Guuyniplp/Biological active starting materials
1.4.1.4. Uy)/Other

1.4.2. UWwmhy nhnuiyniph/odmunuly yymph/Jipsumljmu wmpmwunpwuph
dmupkwqtipdnid /Sterilisation of active substances/excipients/finished product:
1.4.2.1. Shjmpnud/Filtration

1.4.2.2. 2np mwpwgnid/Dry heat

1.4.2.3. fFunuwy nwpwugnid/Moist heat

1.4.2.4. Lhvihwlwu/Chemical

1.4.2.5. Suddw-Gwnwquyjpenid/Gamma irradiation

1.4.2.6. fjiljupnuwghu Gwnwquye/Electron beam

1.4.3. Uyy/ Others

Puwptipuynpmu/Packaging

1.5.1. Unwsuwyhu thwphpwynpmu/ Primary packing

1.5.1.1. bupop ninuuuwnhautip/Capsules, hard shell

1.5.1.2. duthni ntinuuuwnhautip/Capsules, soft shell

1.5.1.3. OCwdtym ntmwalitin/Chewing gums

1.5.1.4. blpdoywd dwmunphguutip/Impregnated matrices

1.5.1.5. Cinmjutip” wpmwphtt oguwgnpdtwu hwdwp/Liquids for external use
1.5.1.6. Ciqniljutip’ ubipphu oguwgnpdUw hudwp/Liquids for internal use
1.5.1.7. Bdrjujuu qugtip/Medicinal gases

1.5.1.8. Uy Yupodp ntinwaltip/Other solid dosage forms

1.5.1.9. &updwu mwly gunuynn ntintip/Pressurised preparations

1.5.1.10. (fwunhnuniyjhnuyhu ghuipuwnnputip/Radionuclide generators
1.5.1.11. duthmy ntmwaltip/Semi-solids

1.5.1.12. Unuhlutip/Suppositories

1.5.1.13. “banuhwwntip/ Tablets

1.5.1.14. Uytinwuhutip/Transdermal patches

1.5.1.15. hunpwpnidhuw) ntinwalitp/Intraruminal devices

1.5.1.16. Uuwubiwpndwljwu juwnunipnutip/ Veterinary premixes

1.5.1.17. [y unbiph] wy] wpunwnpwup/Other non-sterile medicinal products
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1.5.2. Gpypnppuyhtt thwptpwynpmd /Secondary packing
1.6 Npwlh huljnid/Quality control testing
1.6.1. Uwupbwpwuwluiu' untiphjnipniup /Microbiological: sterility
1.6.2. Uwupbwpwuwuu' ny untinhjnipyniup /Microbiological: non-sterility
1.6.3. Lhuhwuwl/dhqhljulwu /Chemical/Physical

1.6.4. Ubuuwpwuwlwi/Biological

2. H6OGCh LEAUNRONRU/ IMPORTATION OF MEDICINAL PRODUCTS

-inipupwiuginip ubipdnodwu gnponiutinipiniu wuhpwdtym | uoly

hudwyuwunuujuwu wpmnmwnpunmtiuvwyh Yanh vbppn

-Uwuuwh wpnunpyud wpnwnpuuph utipdmddwu htin juydwo gnpontutinipyniup unyuwtiu
wtwnp L pungnplty wju pudunid

- utipdmddwu gnpontutinipyniuu pungpynud £ utiphuwyh hwjwumwgnpnidp, ywhwywunidp, pupfunidp
Jud wy) uipuniddwn gnpopupwugutp

- any importation activity in relation to imported product should be entered under the relevant product
categories in this section;

- importation activities relating to partially manufactured product should also be included in this section;
- importation activities include batch certification, storage and distribution unless informed to the contrary

‘Uhipunidywd wmpmwnpuwuph npuljh huiymu Quality control testing of imported medicinal

2.1 products

2.11. Uwupbwpwiuwlwi' wipbppniygeniup /Microbiological: sterility

2.1.2. Uwuptwpwliwlwi ns wipliphynyaniup /Microbiological: non-sterility
2.1.3. Rpdhwluwi/Shghluwluwi /Chemical/Physical

2.1.4. Ghuuwpwlwluwi/Biological

2.2. ' vlipunidywd mpumwmnpuuph utiphuwjh hwjwumwqgpnid/Batch certification of imported
medicinal products

2.2.1. Upbiphy wpypwnpwiup/ Sterile products
2.2.1.2. dapsuwmljuiu untinhjhqugywo /Terminally sterilised
2.2.1.1. Uutiyunh yuydwuutipnid wpmwnpquwd / Aseptically prepared

2.2.2. [l wipliphy wpypwnpwup / Non-sterile products

2.2.3. Uhuuwpwwlwu nuntip/ Biological medicinal products

2.2.3.1. Upgniuwght dSwguiwu wpnwnpuuputip/Blood products

2.2.3.2. Pumuwpwuwuu wpmwnpuuputip/Immunological products

2.2.3.3. Poowht phipuwyhwih wpmunpwuputipn/Cell therapy products

2.2.3.4. Shuwghtu phpuwyhwh wpnwnpuuputin/Gene therapy products

2.2.3.5. Uhuuwwntijuininghwljwu wpmwnpuuputip/Biotechnology products

2.2.3.6. Uwpnnt Jud Yhunwuhutiph opquuutiphg unwgywd wpmwnpuwuputip/Human or animal
extracted products
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2.2.3.7. Uy jhuuwpwwluiu nlintp/ Other biological medicinal products

2.2.4. ‘vbpdmodwu wy] gnpdnmiutinipiniu (uwjunpn Yhwnbpmd  spungpiyud  guuuguo  wyy
utipdmovwu  gnpdonubtinipyniu, ophuwl' nwnhnntinugnpdwljuu wpnwnpwuph, pdyjuluu
quqtph, niqpupniuujuu jud hndtingwpwhtt wpmwnpuwuph utipdnidnd b wyu):

Other importation activities (any other relevant importation activity that is not covered above e.g.

importation of radiopharmaceuticals, medicinal gases, herbal or homeopathic products, etc.)

2.2.4.1. (tunhnntinugnpdwjuu wpmunpwup/nunhnuniyjhnubiph
glubipunnputip/Radiopharmaceuticals/Radionuclide generators

2.2.4.2. Adjuljuu quqtin/Medicinal gases

2.2.4.3. Pniuwljuu ntintin/Herbal products

2.2.4.4. ndinyuwpwyhu ntintip/Homoeopathic products

2.2.4.5. Uhuuwpwuwuwu wmhy Guuniptipn/Biological active starting materials
2.2.4.6. Uy)/Other

3. 269 U'uv3N0ha-h ULSURNN3(IMNU/MANUFACTURE OF ACTIVE SUBSTANCE(S)
uestr/ruyuiv RNLOL LU UER/ MANUFACTURING OPERATIONS
Tnunph (ninuuniputnh) wujwunwip (wugjwunidutinp) / Active Substance(s)

3.1

Lhihwuu uhuptigh G@wuwwywphny unwgynn wlwhy ynmplp/Manufacture of Active
Substance by Chemical Synthesis

3.1L1. Uhowuljywy wpnwnpwuph wpmwnpnipjniu/ Manufacture of active substance
intermediates

3.1.2. (tpujwupun wumhy Wniph wpmwnpnipiniu/Manufacture of crude active substance

3.1.3. Unh dbwdnpnid /dwppdwi thnjip' (oppuwyy” pyniptipugnid)/ Salt formation / Purification
steps : (e.g. crystallisation)

3.1.4. Uy (uply)/ Other (specify)

3.2

Fuwuu dSwguwu wnpniputiphg wiwmhy wniph Epunpuljumnid/Extraction of Active Substance
from Natural Sources

3.2.1. Pmuwjuiu dSwguwiu wnpymiputinhg Wmpeh wugwwnnud/Extraction of substance from plant source
3.2.2. Uhunuiuwfwu dwguiwu wnpymiputiphg wniyph wuswinmu/Extraction of substance from animal
source

3.23. Uupnuyhu dwguwu wnpniputiphg wnieh wugwwnnd/Extraction of substance from human
source

3.2.4.Quiupuyhu dwguwu wnpyniputphg wniph wugunnd/Extraction of substance from mineral source
3.25. Uugunywd wnmph thnthnjunipymu (uly wnpympp” 1,2,3,4)/Modification of extracted substance
(specify source 1,2,3,4)

3.2.6. Ubgunnywd wniph dwppnid (uly wnpympp' 1,2,3,4)/Purification of extracted substance (specify
source 1,2,3,4)

3.3.7. Uj) (uply)/ Other (specify)

3.3.

Amwymph wpnunpmpmy’ jhiuwpwiww gnpopupwgutph dhengny/ Manufacture of
Active Substance using Biological Processes

3.3.1. dupdtiumwgnid/ Fermentation
3.3.2.R99wjht Ynipumnipwiutip (uptp pohgutiph whwp, ophttwyy’ Jupuwumuutph/dwuptught) /
Cell Culture (e.g. mammalian / bacterial)
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3.3.3. Unwuduwugnu/dwppnid/ Isolation / Purification
3.3.4. Upwlnid/ Modification
3.3.5. Uy (uplyy)/other(specify)

3.4

Uwnbtiphy pinwuymph (3.1, 3.2, 3.3 dwubpp wbwnp £ jpugybu hwdwwywuwnwujuwuwpunp)
wpunwnpnipjniu/Manufacture of sterile active substance (sections 3.1, 3.2, 3.3 to be completed as
applicable)

3.4.1. Uutiyunhl tquuwyny wpunwnpynn/Aseptically prepared
3.4.2.Jd tpguwljuu dwupbwqgtipodwu tmuuwyny wpunwnnpynn/Terminally sterilised

3.5

Cunhwunip wjwpumwluwu thnytp/General Finishing Steps

351 Shqhjujwt  tpuuwyn]  wnwudtwgdwu  thnytip (ophuwy  snpugnid,
wnnud/dhypnuwgnid, dwnnud)/Physical processing steps < specify > (e.g. drying, milling /
micronisation, sieving)

3.5.2. Unwuwght thwptpwynpnud  (mbnuijunmd/juguuwthwnd  pbquyniph, bpp
ntnuuynipen guuynmd £ wudhswluwu othdwu vty thwptpwuniph htwn)/ Primary Packaging
(enclosing /sealing the active substance within a packaging material which is in direct contact with
the substance)

3.5.3. Gpypnpnuwyht  thwpbtpwynpnid  (wnwsuwjhu  thwptpwunypny uguiuwhwyuwo
thwpbph mtnuijunmd wpnwphu hwpbph jud Ynunbjutiph dte): Uw ubpunmd E vwb wyny
thwpbputinh whnwlwynpdwu gnpdpupwgp, npp upnn L jhpunyby vub anguujuuwugduu
Jud httmbujhnipjuu wywhnydwu (utiphwh hwdwpwuwpdwu) spownwlutinnid)/ Secondary
Packaging (placing the sealed primary package within an outer packaging material or container.
This also includes any labelling of the material which could be used for identification or traceability

(lot numbering) of the active substance).
3.5.4. Uy (uply)/ other(specify)

3.6

Npwlh hulnui/Quality Control Testing

3.6.1.  bhghjulwu/phihwlwu/ Physical /Chemical testing

3.6.2. Uwupbwpwuwluwu hbnmwgnumpmu (pugunnipjudp  unmbphnpyuu  phuwn)/
Microbiological testing (excluding sterility testing)

3.6.3. Uwupbwpwuwjuu htimwgnunipiniu (utipunju) untiphjnipjuu phum)/ Microbiological
testing (including sterility testing)

3.6.4. Uhuuwpwwlwu htmwgnunnipiniu/ Biological Testing

3.7

“nwpniuwujuu hnidp/Herbal substance

4.

nwyniph yipwptinpuy wyp gnpdpupwg (upty)/Other activities - active substances

Lpwgnighy upnufutip/ Other information

Sujuuwmwugph opswwljubipnid npul vwhdwbwthwlny fud hunmwmjlgunng dSwunpwugpni-

[Nt /Any restrictions or clarifying remarks related to the scope of this certificate

£< wnnnowywhnipju twjuwpun
Minister of Health

umnpwgnnipjniup/signature
wiuniup, wqquuniup/name, surname
U.S./seal

opp, whup, twpliphyp
Date of issue
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CwytpJuo N 3
L Junuwuwpnipjui 2019 pyuljuh
thttmmpuwiph 28-h N 199 -'U npnpdwiu
uurs
L6 D UNSURCNR-8UL LEh8ELRUYNITUTL bAUSUUNY,
ONPAULLULNRMFEBUL PAPUHUTLUSUTU L

1. Unyu Yupgny Jupgquynpynd tu Cugyuumwiuh Cwipuytinipyniunmd ntmtph wipunwnpni-
pJwu hghuquynpdwt vyuwwmwlny thnpdwpuumpjuu hpwwuwgdwu hbtn juyywod hwupw-
pbpnipjniuutinp:

2. Yntph wpununpmpyu hgbuquignpuiw tyunwyn] — hnpawpbimpyniup (wjunthtin’
thnpawpuunipiniu) hpwjwiwgund £ Cajwunwiuh  Qwupuybimnipjut  Junwywpnipjuu
npnydudp uwhiwi]wd thnpaughunwlu jugqiujtpunpgmup (wyunthtan' juquuyipuynipyniu):

3. ®npawplunipjuu hwdwp wpunwunpnnp nphimd E juquwtpynipjuun’ ubipuywg-
ulqny Cwywumnuwivh Cwupuytnmpyuiu junuwywpnipjuu 2019 pyuyjwuh thtipyuph 28-h N 199 -u
npnodwi N 4 hwygjwony twfuwnbtu]wd  thuumwpnptph mbuwitpuoywd wyumnakutpp' hwyb-
phiuny U (Jud) nmutipiung b (Yud) wgtiptung® (MPhED (PDF) alwswithny $wytiph nbupny)’
undtnu b (uud) Ejigupnuughu hwugting b (Qud) Eiijupnuughu hwdwijupgh dhongny b (Yuad)
thnunwjhu wnwpudwup:

4. Onpawpuumpemuu ujuynud £ thnpawpuumpyuu Jupéh Jawpdwu thwuwnp hwjwuwnnn
thwuwnwpnpeh wnjuwnipjuu nhwpnid:

5. ®npawpuunipjuu pupwgpnid Jupnn tu wwhwuoyly jpugnighy wmyjwjubp, npnup
utipuywugutin dwdwuwwhwnywodn thnpawpuunipyuu hwdwp vwhdwuwd dudfjinnid sh
utipunynud:

6. dnpawpuunipywiu pupwgpmu jpugmghs nyjujutp jud hwunwpnetn  utipjuywgutyn
wuhpuwdunmpuiu dwuhu yunywd jupgny wpununpnnhu wntmtijugutynig htinn 60 wpjuwnwu-
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puyhu opjw pupwgpnid npwup sutinuywgutnt npypnid thnpawpuunipniup punuptigymu k,
b Juquynud | thnpdwghnmwljuu btqpujugnipiniu nhunwdp dtipdtynt ytpuptipyug:

7. Uujwju thnpawpuunipyut wprymuphg” ubipuyugwd thwuwmwpnpbtpp b Jawpp sk
Jbpunupaynd:

8. dnpawpuunipju dudwuwl hpuljwuwgynd £ wpnwnpuumupuoph punhwump nphunwp-
ynid” Cugwunwiuh Cwiipuyinmpyuiu Junwwpmpyu 2019 pwljuh thtanpduph 28-h N 199 - U
npnpdwi 1-ht Y 1-ht Bupwltinny vwhdwugwd Jupgny' guuwhwntng’

1) whduwuqup” Cuyuunwith Cwipuytnnipyuiu optitunpmipjudp uwhdwinfuwd wwhuwy-
utinhu hwdwwwunwujuwu npuwjuynpuwd wudh wnluwynipniup.

2) mwpwdputipp b vwppuynpmidutipp” vwjuwntu]wd Swjwiutiph b wpnunpunbuwy-
utiph wujunuwiug m vwhdwuywd yuwhwugubtpht hwdwwyuunwujuwt Wwhwwutjm - huwpuyynpmi-
pIntup, Wuwhtumughu wwpwoputiph pnnp hwnywdutiph wyunywid dwppdwu huwpwynpnipiniup b
hudwyunuufuwu jmuuynpnipyniup, Jupwumhuughu b dipdquod m Jipunupadwd wpunwnpuup-
utiph hwdwp wnwiduwgywd pudwpup mwpwodputiph wnuynipymup’ (huwpwynp wdtuwdts
fudpwpwiiwyh hwyupyny), yuhtummd wypwuph punmudwu  hwudwp vwjuwntujwo mwpwodph
wnuynmpniup’ hwgligud wyuyhuh hwpdwpnipiniutipny, npnup htwpuynpmipgniu G nwghu
pugunty twittuught wuydwiuutiph wgnbigniggmin” wpnwnpuiupt unwugm U pug panutyn
dudwuwy, yuwhtiunughu nupwoputpmd wnwuaduwgywd by Jud vh pwuh gnuhutiph  Jud
nwpwoputiph wnuympeymup nwnhnwynhy, ynipujwn, hpuyunwug Jud wy; Junwuquynp
wpunuwnpuuputiph (ophtwly' pdrluljwiu guagtp, ynipujwn b hpuunwg uymptn) hwdwp, hudw-
yuwunwujuwu nupuluwywptipny, stipdwswihutipny, junuwjuwswihutipny hwqgtigywonipiniup,
swithhy uwpptiph b hwdwlwpgyuyht Junwywpdwu hwdwupgtph (wnjumpuu nhwpnd),
npuiug unmgqusuthiwu b Jujhnugdwu huwpuynpnipymuutiph wiyquhnynudp, ntmtph yuwhwwu-

dwiu mupwoputipmu stpdwumhwuh m junuwynipyuu wuhpwdtiym Wwydwuutiph wwywhnydw
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hwdwp hwdwwywnwufuwu vwppuynpnidwhu hwgtigguompniup (uwppuynpnidfutinh wnfuyni-
pyniup), yuwhdwu nupwoputinhg bk gnnhutiphg wnwhiduwgywd uwuhwugnygh, hwuguwnh ubywyh,
wbjuthjuywu  wluwnwuputiph  hpwjuwiwgduu  twjiwyuwunpuundwu  (Ywppdwu b wyy
upfuwnwiupuin) mwpwoph, wpunmunpuliuwu hhdfuwuwu  vwppuynpnidfubtiph - wnjuynieniup,
hujnmwgpyud ptimwath npuyh hujdwu hwdwp wuhpwdbym jwpnpunnpuiht vwppwynpnid-
utinh, hwptipuynpiwu hwdwp twjpwnbiujwd wnwuduwgywd nwpwoputinh wnjuynipniup,
wpununpuunupuwop wuduwluquh dnnp gnpotnt hwdwp vwjuwnbujwo hwuntipdwpwuh,
husytiu vwb Wmptiph n wpnwnpuupubiph twjpwnbuywd dUninptiph wnuynieniup.

3) thwuwnwpnpwynpnid” wnljw uwpptiph, vwppunpnidutph b hwdwlupgtph twuwnbu-
Jwod Yhpundwu yopuptinpu) thwunwpenptph wnjuynipiniun:

9. ®npawpuunipywiu wprnynuputiph hhdwu Yypu juquwltpunipymup, nhindfu unwuwng
htimn wnuwyqugnyup 20 wyjuwwmwupwght opdw pupwgpnd, Juqunud b wpnwnpnnhu £ wpw-
dwnpnid  hnpadwpuumpjuu Gqpujugnmpimiup’ Ygtgny Cwyuuwmwiuh Cwupuyinnipjut junw-
Juwpnipjwu 2019 pyuluuh thtpjuph 28-h N 199- U npnpdwu N 1 hugyuony vwjuwntiujwd
alwguthh nhnwpiuwu hwpytnmympniup: @npawpuimpu igpujugnipiniup b jhg nhnwnpy-
dwu hwyytnynipiniuvut wpmwnpnnhu £ mpynud - Ejiyupnuwghu thnunh dhongny b (Juud)

thnunwjhu wnwpudwup:

cUsUUSULh CULMUNEGSNNFBUL
JUMrUNES U. PUCh LU
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Cujtqyud N 4
L Junwywpnipjuu 2019 pywulwiuh
thttmmpquwph 28-h N 199 - U npnydwiu

Uuu

NUSCUX UNSU M UUUL FNIONRLENRG8UL WULNTLLEh L AUUTUTNUSUURU LR
(8UL HthSUMLUUUL B4, 606 ULSUNNNG8UL Lh8ELRQUINNPUTL b huSUuNY,
PNPAULLULNNFBUL PULUTLUBUTL AUUUN ULAPUAETS PUUSU LG D

“tintiph wpunwnpnipjwu gnpdnn (hghiughwh yuwmabkup(wnuwynipyuwu nhwpnid)
Upununpynn ntimbiph guiyp
NUS-h gnponn hwjuwumnwgnh yuwmakup (wnjuynipjuu nliypnid)

e

Nuydwuwgpuyhu wpmwnpnnubinh b jupnpunnp himwgnunipiniu hpwjwuwgunnutiph
gnpontutinipjw yuyptipp, htmnwjunuwhwdwputipp

Uuquuljipyugnpéwnuwuu junnigywdpn

Unpununpuunwpwodpubiph hwnwlwugdtnp, wniptinh b wuauwlwquh hnuptipp,
nipuwpwiugnip wpnunpunbiuuyh (ntmwalih) wpmnunponipyuu hwihpd vjutidwu

2nh hwdwlupgh ujutidwmhly gdwwyuwmytpp

Chduwjwu wpnwnpuluwu b npuyh jupnpuwmnp huljdwv vwppwynpnidutiph guuyp
(dpwdhongutipn nt hnglidtinn wynmptp Wupniuvwynn ntmph wpmwnpnipyuu jhgtiughw
(wnjuwynipjw nhiwypnid)

10. Upmwnpuwnwpwodph nnuytpungnpytynyg htimbyw) mydyugutipp

1. Siniympniu wpwmwnpnnh dwuhu

1) Upmwinpnnp wyywjutipp

w. Uujwunuip, hpuwjwpwuwluu wudh gumuybnt yuypp b gnponiutmipju
hpujuwuwgdwu Juypp

p. Upnunpuunwpwoph hunwl ujupugpnipiniup (gunudbnt yuypp, ptupn,
nbinuuynuip hwpytipnid)

g. Ununwlunuwjhtu myjuwjutin' ubipunjw) 24-dudjw

htinwjunuwhwdwp' wpnwnpuuph npuyh htin juwywo juunhputinh nwpnid
buquulpynipjuu htin juwy hwunmwntjnt hudwp

1. Upnunpuunwpwdph unyuwjuuwgdwu hwdwpn, huswtu, oppiwy, Rhdhku
(GPS) juu wpluwuphwgpuluu mbnuwydwu npuk wy) hwdwlwupgh wmyjujutip
(op.” Fh-8nmi-Eu-Eu (D-U-N-S) hwdwpp)
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2) Upmunpuwupudpnid hpmljuwgynn thghuquynpjwmd wpmwnpulju
gnpoéniutinipju dwup myjwjutip

w. thntiph wpmwnpnipjwu gnponn jhghughwh wuwwmatup' mpjwd hpuyjwunt
uwpuuh Ynnuhg (Yhg utipuyugynn thwuwmwpnptph gulh 1-hu Ytn) Jund hnnd
Gypuwdhnipjwu hghughwutiph b hwjwuwmwgptinh ndjujutiph ymbtidwpuupu
(Eudra GMP database)' winjuynipjuu ntiypnid: Gpt hpujwun dwpdhup
1hgtiughwtp sh mpudwnpnid, whwnp L wnlw jhuh upnid npu dwuht:

p. ‘bintiph wpnwnpnipjw hghughwh htim dhwdwdwuwl wpynn
Juunuwjunpgny hmunmwunmywd wpmwnpulju gnpontutinipjuu mbuwyubiph
hwlhpt uWjupwugpnipynup’ utipuntyny twb nydju jhgtiughwh opswuwljutinhg
nnipu omwpbpypw hpwjwunt dwpduh poyjumpwd ninuabtipnp/gnponiutinigyuu
nbuwubtipnp hwdwywunwujuwuwpwp:

¢. Upnumpunwpudpnid wpnuwnpynn nbmtiph gwayp (4hg utpljuywgynn
thwunwipnplipnh guiulh 2-pn Yuw), et hhg utipljuyugynn thuunwenphph
gwulh 1-hu fwmnud jud Gypudhnipjwu ndjujutiph puquynd npuup
puguuynid tu:

1. Lhpoht 5 mwupyw pupwgpnid mtinh niubigud MUS-h nhnwpyndubpn' upbnyg
wduwpybnp, nhnwpynudubp hpujwuwgpwd hpuywunt dwpdphuutiph
wujwundubipu n npwg tpyputipp, MUS gnponn hwjwumwgph yuwwmabun
(4hg Utipljuywgynn thwuwnmwpenptph gulh 3-py i) jund hnnud Gypudhniejwi
njwjutiph pmbtidwpwuh’ wnjuynipyuu ntiypnid

3) Upnuwnpumwupwdpnid hpuwljwuwgynn wyy' ny

ntinugnpéwjut wmpmunpuju gnpénutinipjmu ujwpwgpnipniup

2. Npwlh upwywpnidp

1) Upmwnpnnh npuh junujupduw hmdwljupgp

w. Upnwnpnnh Ynnuhg Yhpunynn npuljh hunfwljwpgh hwyhpa
uupwqgpnipniup b hnnud Jhpwnynn unwunwupwubphu

p. Qpuyh junwywpdwu hwdwlupgh htinm juyywd yupumwynpnipynivutipp'
utipunjuw) nijujwnp wuadtwlwuqup

g. Stntuunynipjniu gnpontutinipjw wju mtuwlyutiph dwuhu, npnug
hpwjuwuwugdwu hwdwp wugl) E huwjuunwupdwgpdw b (Jud) hwjuunwgpdw
gnpdpupwg’ uplny wduwpytipp, ninpunutinp b hpwjwuwgunn dupdhuutiph
wiujwunidubipp

2) dpsumljmt mpmwunpwph pmgpnnnidp

w. Ubiphwjh hwjwumnwgpdwu b pugpnniwu gnpopupwgh hwdwp
yuwnwufuwuwnnynpujuynpywd wudh npujuynpdwup (Yppenipniu,
wpuwmwiupuyht thnpd) utipuyugynn wwhwusutiph dwupwdwuu
uupwgnnipjniup

p. Uiphwyh hwjwumwgpdwu b pugpnnuwu gnpdpupwgutiph punhwunip
uupwgnnipjniup

g. Npuiuynpuwd wudh nlipp jupwumhund yapsuwljuu wpmwnpuiuph
wyuwhwwunipjwu b pugpnnuwy, husyhu twb gpuugdwu ubpuyugywod nnujh
htin hwdwywnmwufuwunipiniut wywhnybynt gnpopupwgubpnid:

1. “ttinh wpnunpnipyuu gnpdpupwugnid Uthg wybtih npujuynpyud wuawug
utipgpuyywonipju niypnid upwiung ywpumwynpnipiniuutinh opowuwyutipp
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ti. Sintljuwnynipjnu unmguwu nwquuywpnipjuu dwuhu. Snpdpupwgh
ytipndwu wtijuuninghw (Process Analytical Technology-PAT), puugpnnnid
hpuuwu dwdwuwynid (Real Time Release) fud wyupwdtimpuyht pugpnnnid
(Parametric release):

3) Uwwmwljwpwputiph b yuwydwhwgpuwjh gnpoépuljtip mpmwnpnnutph
Junwywpnidp

w. Uwnwlupdwi snpwjh b wpmwphu wninhwh dpugph
hwdwnnunwgnpnipyniup:

p. Nuydwiuwgpuyhn gnpdpultpubph, wipnhy ntmugnpowljuin pununpu-

nwpptph wpunmunpnnutinh b ymu yphunhjujuin vpywuwynpju uynigtinh
dwnuwupuwputiph npujuynpdwiu hwdwljupgtiph hwdwnnun ujupugpnipniup:

g. hbpuuuwugywd dhongumnudutinp' ninnywd hunuuwjuiu swguuiu uynuquiudwu
Fugtipuynuyuphuyh thnfjuwiigdw dwuht ((0h-EU-h TSE-Transmitting animal spongiform
encephalopathy) ninignygutinht wpmnuwmpuiuph hudwywwnwufuwunepyuu
wwwhnydwup:

1. Utind wpmwnpwp, pup (oppuwl’ ghwptipuynpyus ntquhwmntp), wimpy
ntmugnpowjuwu pununpunwpptn Jud odwunwly ympetn hwymuwptptym Jud
Juuuwdh niypmud hwununywd dhgngunmuutinh hpujuiiugdwu pupwugujupgtpp:
t. Upnwnpnipjuu htn juwyywd wpunwphu ghnwljuy, wuwjhwnhy jud wy
wnbjuuhjuluu odwunwlnipyuu nhuln pupwgwunpgbpp:

g. Muydwuwgpuyhu wpunwnponnubph b jwupnpuunnphwubtph guuyp' ubpunbtyny
npuiug guuytgnt yuyptpp, vjujutp juy hwununtgnt hadwp b dwnwupupduu
onpwh ujutidwubinp, ophtwly, wutiymhy wpnmwnpnipyuu hudwp wnwsuwh
thwpbpwunptinh dwupbwqgtponuip, Guuyniptnh npulh unmgnidp b wyju,
wtanp £ wipunugnwd jhutiv hhg utmljuyugynn thuunwpnptinh guiilh 4-pr Gtannud:
L. btintiph gpuugdwu yuwhwusutipht hwdwwywnwujuwunipyniut wywhnybynt
gnpond wuydwuwgpuwihu Ynndtiph ywpumwynpnipyniuutinh pupjudwu
hwdwnnunwgpnipniup (Gpt Yhg utinuywugynn thwuwnmwpenetph guuyh 2-pn
Ytwnnid utipuyugywd $k):

4) Npuyh nhultiph Yunwywpmup

w. Upmwnpnnh Ynnuhg Yhpwniynn npwih nhuljtiph unwwpdw
Ubtipnnupwunipjuu hwdwnnn ujuwpwgpnipiniup:

p. Opuyh nhuljiph Junwywpdwu opowuwyutipi nt ninnywonipiniup’ uipuntyny
husytiu Ynpynpuwunhy, wjuytiu £} mtnujhtu dwupnuyutipnid hpujuuwgynn
pninp goponnnipiniuutiph hwdwnnn ajupugpnipynmiuutipp: Uuhpudtyw £
hhywnwt dwnwjupupdwu jupnivujujuunpjuu guwhwndwu ninnywo
npwyh nhuytiph junwjwpdwu hwdwwpgh pnjinp hwynbipp:

5) Upmwunpwuph npuljh §ipuuuyndp

w. Uipnnupwunipjuu hwihpd ujupugpnipjniup:

3. Qudwuuqup

1) Upnunpnipjui juquwjipyugnpdwnuwuu junmgyuwdpn' uptiny npuyh
Junuwyjwnpdwu, wpnunpnipjuwu b npuh hujdwt yuwnmwufuwuwnniutinh
yuwpunwynpnipjniuutipp’ utipunyuy nEjudwp wuduwjuqup b npujuynpywo
wudp (4hg utipuymgynn thwuwnwenptph guhh 5-py fnp):

2) Npuyh junwywpdw, wpmnmunpnipjuu, npuyh hujdwu, yuwhywunipjwu b
pufudw onuyutipnid ubingpuyywd wpuwwmnnnutinh phyp:
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4. Upnunpuwnwpwdpubipp b uvwppwynpmdubipp

1) Swpwoputipp

w. Upnwnpuwnwpwdph hwhpé ujupugpnipniup. swhtipp, ptuptiph guulp: Uju
ntiypnid, tpp wmwpptip tpypubiph hwdwp wpnmunpuuputiph wpnwnpnipniuu
hpwuwuwgynid £ wpnunpumwpwoph unyu hwugh mwpptip dwuuwybupbipnid
wuhpwdtipm £ guunud uply jnipupwingnip dwutwtiupnmd wpunwnpynn ntinh
hpwuguwi tphhpp (bpt Yhg Utipuywugynn thwunwenptph gulh - Yanmd
pugwuynid £ npu dwupt upnidp):

p. Upnmwnpuwu gninputiph wwpq gdwgptpp' upbny dwuymwpubipp
(Gwupunupuybinmuyuu b hudbutipuljwu gdwgnptp stu ywhwuoynid):

g. Upnunpuyuu gnnhutinh hwnwlwgotpp b ujutidwubpp (4hg utipuywugynn
thwuwnwpnptinh guulh 6-pn jaw) hunmwy vytng vwhdwuwyhg ubyywlutinh
nuwubinp, dupndutiph mwppbipnipiniup b Ynuyptin mupwdpnid

hpwlwugynn wpunwnpujuu gnpdpupwgutipp (juwnunud, jgnid, ywhwwunid,
thwptpwynpnid b wjju):

1. Muwhbunwyhu ukuywlutiph b mwpwodputiph hwmwjugotpp' wuhpudtymmypyuiu
nbwpmu utny pnivuynp, yuwuguynp jud gipgquyuwgunn wniptiph ywhdwu b
Upuiwu hwdwp wnwuduwgywd hwnnil] gnnputipp:

t. Cwnwjugdh Ypuw supywd yuwhdwu hwnni] wuydwuutiph hwdwnnwn
uupuqgpnipjniup’ wuhpwdtymnipjuu nbtypnid:

Onuwuwwmwjupupdwl, gpudwmujupupdut b gbnmgdwt hmdwupgliph
hwljhp& Wjupugpnipymup

w. Onudwmnwjupupdu, funuwynipywi, stpduwumhawuh, Gupnudfutiph nwpptpni-
pjwu npnyuwu b onwthnjuwuwynipjuu hwiwjuwlwunipyuu uyqpniuputinp, onh
Jbpuwopswuwnnipjwu hwjkgujupgp

2nh hwdwljupgh hwihpd Wjupwgpnipiniip

w. 2nph unwugdwu npuljh htin Juuyywd hnnidutipp:

p. 2pudwnwupupdw ujutivunmh hwdwupgp (Yuptgh £ junwpty hnnd Yhg
utipjuywgynn thwunwpenptph guljh 7-pn Yhnh):

U1 vwppuynpmidutiph hwhpd Wjwpugpmpymup, husyhuhp tu gninpon,
utmuiywd onh, wmgnuh b wy] vmppuwynpnidubtipp

2) Umppwynpnidutipp

w. Lhduwjuu wpnunpujuu b jupnpunnp hujdwu vwppuynpnidutinh guuyp’
utny Yphwpujuin dwutipp (Yuptah £ Yjunwpty hpod Ghg utpluyugynn
thwuwnwpnpliph gulh 8-pn Ytanhi)

Uwippnudp b umuhmwpuju @Wyuwljmup

w. Upinunpuiuph htan gthynn dwytiptutiph dwppdwiu b vwivshnwpujuu dwuljdwu
dUbtipnnutinh hwyhpt ujupwqgpnipniup (ophuwl' dtinpny dwppnid, wynndwwn
dwpnpnid mbtnnid b wyju)

NQUS-h Yphmhjuuwn hwdmjupgyuyht hwdwlwupgbpp

w. NUS-h Yphwnhfuluu hwdwupgswht hwdwwupgbph hwyhpa
uupuqgpnipjniup (pugunnipjudp vwppwynpnidutiphu punpn) dSpwgpuhu
hwdwunpqtinh ®h-E-Uh/PLCs-Programmable Logic Controllers)

5. Pwmumwpnpwynpnidp

1) dwumwpnpwynpiuu hwdwlwupgh hwihpé ujupugpnipiniup (ophuwy'
atinwghp, Likyupnuwh)
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2) Gpp thwunwpnpeipp b wpdwuwgpnipniuutipp whynid b wpfuhywgynid

LU wpnwnpuunwpwdphg nnipu (Utipunju’ wujunwugmipyut Wyunwnhnwpldwu
(Pharmacovigilance) mjjujutinp, wyw utipuywugynid E thwuwmwpenptinh
/upawuwgpnipyniuutiph mbuwyutiph guyp, uyymd wuwhdwu Juyph hwughu b
wju dwdwbwjuhwwnywon, npu wuhpwdtipm £ thwumwpninpu

wpfuhyhg wpmnmunpuunwpwop mbnuthnjubnt hwdwp:

6. Upnwnpmpjniup

1) Upnwnpwhputiph wmbtiuwmYutipp (Yupbgh L junwply hnnd Yhg ubipuywugynn
thwuwnwpnpliph guulh I-pu und 2-pn Yntpp)

w. Upnwnpwuputinh mttuwyutipp uipunnd tu'

1. wpunmunpuunwpwopnid wpmwnpynn pinwabtinh guun' uipunjw; dwpnjuug
b yhunwuhutiph hwdwn Yhpwnynn ntntph.

2. §ihuhuywu thnpadwpynmdutiph hwdwp twjuuntiujuwo htmnmwugnunujuu
tyuwnuyny wpnmwnpumnmwpwopnid wipmwnpynn ninwabtpp,

nnnug wpumwnpnipniup, wpnwunpuijuu gnnhubiph dwuhu ndjujutipn b
wuduwjugup mwupptipynid tu wnbnpughu

tywwnmwlny wpunwnpynn wpmwnpwuputinhg

p. (Gnmuwynp Jud Junuuquynp ninuuniptpp (pupap ntinupwuwjuu
wlunhynipjudp odnywd b (Jud) glingguyniunipinit wnwewgunn uyniptip):

g. Unwuduwgqwd mwpwoputipnid jud dudwuwuyhu pudwudwu
hhunuputinny wpwmunpynn wpnmwnpunbuwyutinp, tpl Yjhpwuntih §

1. ®h-by-fah (PAT) ogunwugnpdnidp, tipti jhpwntih £ hwdwyuwnwufuwu
wbjuuninghwh b hwpwihg hwdwwpgsuwht hwdwlwpgtiph dwuht punhwunip
wnbin tjuwnynipniu

2) dwhnughwtu

w. Ywhnugdwu punupwljuwunipjuu hwdwnnn ujupwugpnipiniun:

p. Lhpudywlduu jud ytpugnpéwpuwu punupwujuunipniup:

3) bymptph junwywpnidp b yuhbumwynpnidp

Gluymptph, thwpbpwiynptph puph b Jipsuwljuts wpnwnpuuph
yuwhbunwynpdwu hwyhpt ujupugpnipynmuutipp' uipuntynyg udniywnnidp,
Jupuwunhup, pugpennnidp b ywhwywunuip

UtindJwo uniptph b wpnwnpuwupubinh junwjuwpnudp

7. pulh huljnidp

w. Upnunpuunwpwdpnid hpwjwuwgynn npuyh huljdwu gnponiutinipjuu
ujupugpnipjniup’ utipunju) $hghluju, phdhwluu, dwupbwpwuwyuu b
Jhuuwpwuwuw phuptpn:

8. Pwipjunidp, pnynputipp, wpmwnpuwuph phipmpymuutpp b htwmjwustpp

1) Pwmjunuip (wpmunpnnh Wyuunwujpwuwwmynipjuu ulippn hpwjuwuwgyny
pupfudws gnpdpupwmgutipp)

w. Uju puytinmpniuutiph mhytinp (kdwdwju hpugdw jhgtughwh hpwywwntn
b wyju) b mtmuyuynudp (Gypnyuuiu dhnipyniu, Udtiphiuyh Uhwgjuy
‘Lwhwuqubip b wyju), npnug dwnwjupupynid £ wpmwnpuup

wjr} wpnwnpunuwpwophg

p. Upnnunpuwiup unwgnn jmpupwiugnip uyunnn Juquwlpunipuu wpmwnpnnhg
ntin unwuwn gnpdniutinipjwu ophutwjwunipyniup hwyjwuwmbtnt hwdwp
Jhpwnynn hwdwlupgbtiph uupugpnipniuubpp
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g. Stnuthnjudwn wuwmywa yuydwuutiph (stipdwumhawuh
nhunwpyuwv/Ytpwhuljdw b wyju) wyuwhnydwu tpufuwynpdwu hudwp
Jhpwnynn hwdwlwupgtiph hwdwnnn ujupugpnipiniup

1. Upnwnpuuph pupfudw htim Juyywod yqupunwynpnipyniuutipp b hpugdwu
widpnn9 onpwjmd htitmbijhnipjuu wywhnydw dkpnnubpp

ti. Upnwnpwuph ny ophuwjuiu gpownwnnipjuu onpw utinputhwugtn Juuubynt
ninnnipjuudp dtmuwpyywo dvhongunmudubpn

2) Annnpubtipp, wpmwuwnpwph pipmpyniuutpp b htnwgp

Bnnnputinh, wpunwnpuuph plpnipymuutiph b httmjuwustph httm uwywo
wyluwnwupwjhu hwdwwnpgbph hwihpa ujupugnpnipniup

9. 'vlippht unnmgnudp

w. Utipphu unnigdwut hwdwlwpgh hwhpt ujupugpnipiniup’ siywmunptng
uwfunpn Wwuwjhu nhnwpyndutinh dudwuwl gnnhubtiph punpnieywu

suthnpnhsutiph, gnpduwjuwu ywydwuwynpywonipyniuutinh b ninnhy
gnponnnipniuutinh hpwlwuwgnidp

cusuusuvh AULNPUNGSNNMF8UL
JurUNES U. PUCThUL3UL
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