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Zhdp punniubiny «6ntph dwuhU» Qwjwuwnwuh Qwlpwuwbwnnipjwlu opntuph 18-nn hnnywédh
10-nn dwup® Qwjwunwuh Qwupwwbunnipjwl Ywnwywnpniejntup npngncd E.

1. Uwhdwub®

1) nGnGph W nGnwujnLptnh wpunwnpnipjwu wywwnwéd wnpunwnpwwu gnpéntuGnipjwl
ywunuutphU hwdwwwwnwupuwuntejwl nhunwpydwl unpgp' hwdwawju N 1 hwdGwésh.

2) ywuwnpwé wpunwnpwywu gnpdniubnipjwl hwjwuwnwagnh inpuwdwnpdwu Ywpap
hwdwawju N 2 hwytwéh.

3) nGntph wpunwnpniejwu hgtuquynpdwl bUwywwnwyny thnpéwpluuncpjwl hpwywlwgdwl
Ywpgp hwdwawju N 3 hwyGwsh.

4) ywwnpwd wpunwnpuywu gnpénilutbnejwl yuwunuutphu hwdwwwwnwupiwuncpjwu
nhunwnpydwlu W nGntph wpunwnpnipjwl |hgGuquynpdwl bwwwnwyny thnpdwplunipjwl
hpwlwlUwgdwl hwdwp wuhpwdtywn thwuwnwpenebph gwuyp” hwdwawju N 4 hwybwédh:

2. Nudp Ynpgpwd dwbiwgb| Qwywunwuh Qwupwwbunnipjwl unwdwnnipjwl 2010
pYwlywuh unjtdptnh 25-h «6ntph wwunawd wpunwnpuwywl gnpdnlubnegjwl wunuubpp
hwuwnwuwnbint dwuhU» N 1603-UL W Qwjwuwnwlh Qwlupwwbunnipjwu wnwdwnnipjwl 2013
pUYwywuh uGuuintdptph 26-h «Qwjwuwinwuh Qwupwwbwnnipyntund ntntph W nEnwuyncetnh
wpunwnnpnLpjwl ywunwé wpunwnpwlwu gnpéniuGnpjwl wunuubphu
hwJwwwuinwuhuwlncpjwl nhunwpydwu W ywwnwd wpunwnpuywu gnpdniuGnipjwl



hwywuwnwagnh inpwdwnpdwlu Ywpgbpp hwunwwntGine Jwuhu» N 1089-L npnanudubipp:
3. Unylu npn2nudlu nudh Jbe £ dinunwd wywunnnUwwu hpwwwpwydwl opwl hwennpnnn
wnwuubpnpn onp:
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I. CLRULNFC A PNF3RLEN

1. Unyl Ywpany Ywpgwynpynid GU nbntph W nGnwujnLptph wpunwnpnipjwl wywwnpwb
wnunwnnpwyuwu gnpénLubnLpjwl uwunUUubpnhU hwdwwwwnwuhuwuntpjwl nhunwnpydwl
(wjunLthbwnn™ MUA nhnwnpyned) hbn Yuwywsd hwpwpbpnejntubbpp: Qwjnwwnnih nhunwdh
hwJdwawju ypwuhwlwl nuntuwywlu Jhnepjwl (wjuncthGun® GUSU) MUS nhuinwpynidu
hpwlywlwgynwd £ GUSU HYenwagnpbwywlu nhuinwnpydwl Ywunulubiph W hwdwwnbn
nGnwagnpéwywlu nhinwnpydwl wwwhnydwl Ywnpgh hwdwawju:

2. «YantGph JwuhU» Quwjwuwnwuh CwlpwwtGwnnipjwl optuph hwdwaéawju wjwuwnwlh
2wlpwwbunnipjwl wnnngwuwwhnipjwl UwhiwpwnniejwU (wjuncthtun® Uwhiwpwnpneiniu)
hwunwunwsd ywunpwd wpnwnpwlwu gnpénlutinpjwl (wjunthbun™ MUS) uwunultpny
uwhdwludwdé hwulwgnipyntbutinp Unyu hdwuwnny Yhpwnbih G bwl unylu wnpgned:

3. Qwdwawju «entph JwuhU» Qwjwuwnwuh Qwupwwbunnipjwl optuph 18-pnn hnnywbdh 4-
nn Jwuh® MUS-h nhuinwpynwdp nbEntph wpunwnpnipjwlU tnwpwsdpnud (wjn pynwd”
wnpunwwwwnyhpywdsd) MUS-h uwunuubphu hwdwwwuwunwuhuwunipjwl quwhwwndwlu gnpépupwg
£, npu pungpynud £ Uwl npwyh huydwu wpnpwwnnphwih ghpénlutinuejwu, wyn pyYnd” bwl
wwydwuwagnpwihu Ywngny hpwywlbwgynn jwpnpuwunnp huydwl w2huwwnwuputnh
quwhwuwnntdp:

4. «2antph JwuhU» QwjwuwnwUuh QwupwuwGwnnipjwl optuph 18-pn hnnywédh 5-pn Jwuny
uwhdwudjwd MUS-h nhinwnpynedutbpu hpwwlwglnwd £ Qwjwuwinwuh Qwupwwbunnipjuwl
YJwnwywnpnipjwl npnpdwdp uwhdwuywé thnpdwghnwywl yugdwybpwniejntup (wjuncthbun®
ywquwybpwnpniu):

5. MUS-h nhnnwpydwu htwn Yuwwsd dwhuubpp (wn pynd” gnpénindwl), «yenbph dwuhU»
2wjwunwluh Qwupwwbunncpjwl optuph 18-nn hnnwéh 4-pnn Jwuh hwdwawyju,
thnpuhwwunnignud £ hwjunnwiinniu™ ynndtph dheole opbupny uwhdwudwé Ywnpgny Yupywd
wwjJdwuwagnph hhdwu ynpuwi:

6. MGnGnh wpunwnpniejwu hgbughw ntugnn hpwywpwUuwwl wudwlug W wuhwwun
aGnuwnpywuwnbntph wpunwnpnp)nLlubGpned, nGntph wpunwnpnipjwu hgbughw unwuwnLg
hGunn wnwyehu 3 nwpyw pupwgpnid, Jwulwaghunwwl pupwghy nhtnwpynwdutnu
hpwywuwgynid U wdbU trwph, wjunthGnl® jncpwpwlgnn 2 tnwphu UGy wugwd
wwluwynpdwl dwdwlwly wnweunnnytiny nhuytph yepindnipjwl JwuhU «Yanwagnpdwlyuwu
wnbugnipjnLtulGph hwdwagnpdwygnipjwl upubdw» Uhpwqgwiht yuquwytpwnipjwl
nLnGgnygubpny:

7. MUS-h nhnnwnpynedubpu hpwwlwgynud GU yuwquwybpwnipjwl uunuwnpnipjwdp
uwhdwudwé npwyh yunwywnpdwl hwdwwnpgnud hwuwnwundwé pupwgwywngbph
hwdwawju:

I1. UG-k ¥bSULYUUL SNFECLERUSE

8. MUG-h nhinwpyndubph Lwywwnwyny wpunwnpnnp nhunwd £ yugdwybGpuwnipndu®
utpywjwgubiny Qwjwuwnwuh Qwlupwwbtwnnipjwl junwywnnipjwl 2019 pwywlh
thGuinpdwnph 28-h N 199-U npn2dwu N 4 hwybywény bwhiwwntbuwéd thwuwnwpnptnph
nbuwubpwéywsd ywwndtuubpp' (MPYPED (PDF) dllwgwithny $wyitph tnbupnd)” hwytpbunyd W
(wd) nnubptuny W (wd) wugltptund wnatinu W (wd) ElGYnpnuwihu hwugbng W (Ywid)
ElGyunpnuwihu hwdwywnah dhegngny W (wd) thnuinnwjhu wnwpdwdp:

9. MUSQ-h nhuvnwpyndu uyudnd £ nhuinwnpydwl Jupéh JéwpdwU thwuwnp hwdjwuwnnn
thwuwnwpnrh wnyuwjnLpjwu ntwpnid:

10. MUS-h nhunnwpynwdu hpwywuwgynd £ Gptp thniyny®

1) nhinwpydwl Lwhuwwwwnpwuinned.

2) wpunwnpwwnwnwépnud nhunwnpydwu hpwywuwgned.



3) htuinnhwnwpynwdwjhu gnpdpupwgubn:

11. Lwhiwwwwunpwuwndwl thnynud uwnwpynud EuGpyuywgywé thwuwnwpnpetbnh
thnpawplluncpntl™ wnwybjwagnyup 15 whuwwnwlpwihu onyw pupwgpnLy:

12. dwuwnwpnpertph thnpdwpluuncpjwl pupwgpnid Ywpnn U wwhwUeyb| |nwgnighg
wnywiutp, nnnup UGpYuwjwgubint dwdwuwywhwunywsdp thnpowplunipjwl hwdwnp
uwhdwludwé dwdybunnud sh UGpwnyned:

13. dnpowpluncpjwl pupwgpntd (nwgnitghgy inYwutpp wd thwuwnwpnpbpp
uGpywjwgubint wuhpwdbunnejwl dwuhb ywunwbd junpgny wpnwnpnnhu tnGnGywglbGinig
hGwnn 60 w2huwwnwlpwihu opw pupwgpnid npwup sutpyuwjwgytine nbwpnd
thnpéwplluncpinitup nwnuwntgynud £, W Ywaguynid E nhdnwdp JGnpdGinL yGpwpbnyw
thnpdwaghwnwywu Ggpwlwgnipnilu:

14. Uuywhu nhinwpydwl wpnyntuphg” ubpywjwgywé thwuwnwpnpetpp W yéwpp htun gtu
yGpwnwnayncd:

15. Upunwnpwwunwpwéph nnujth (Qujwuwnwuh CwlpwwGunniejwl yunwywpnipjwu 2019
prYwywuh thGnnpwnh 28-h N 199-L npndwu N 4 hwydbGywéh hwdwawju) thnpawpuluncpjwl
wywnpuhg htuinn Ywauynud £ nhuinwpydwu hpwwluwgdwU wjwl Ubpwnbingd MUQ-h
nhunwnpydwl 2ppwlwyubplu nL dwdybGunutGpp, npp 5 whuwnwupwihu opnjw pupwgpnid
hwdwawjutgynud £ wpwnwnpnnh hGuw:

16. Upunwnpwwnwpwdpnd nhuinwnpynwdu hpwwuwgynwd £ Gpbp hhduwywu thnytpny’
wnwytblwgnyup 5 w2huwinwlupwjhb onjw pupwgpntd:

17. Upnwnpwunwpwéph nhinwpydwl wnwehU thnynd intnh £ nlubund bwpubwywu
hwunhwnud nGUwywn W wnwlugpwjht wuduwywaguh (npwywynpywd wla,
unnpwpwdwuncdubph nGYwywnputn) hGwn, nph pupwgpnLd

1) MUSQ-h thnpawgbwnp®

w. Uywpwagpnud £ nhinwnpydwu bwywunwyp W 2ppwwyutnp,

p. nuncdbwuhpnud W puuwnpynud £ wpunwnpnopjwl yuquwytGpwwywnnigwdpwihlu
uhuGUdwl,

g. Upnud E nhunwpydwl wpryntuwdbun hpwwuwgdwl hwdwn wuhpwdtwn pninn
gnpénultnp, npnup wbtwnp £ wwwhnyh wpunwnpnnp MUS-h nhunnwnpydwU pupwgpned.

2) hpwjwpwlwlwUu wusdh gnpéwnhp dwpduh nGywdwpp ywd wuhwun stnuwpywunbpp’

w. uGpywjwgunwd £ npwyh wwywhnydwl pwnwpwywuncpnitup, npnwyh juwnwywnpdwlu
hwdwlywnagp, hugwtiu Lwl Lwhunpn nhinwnpynwdhg hGinn wpunwnpwwnwpwsdpubph
uwnppwynpnudutbph, wpunwnpwuph, wuabwywaquh hGn yuwwd thnthnfunwpynluubpp W
Lwhunpn nhnwnpydwu dwdwuwy wpdwluwagnywéd 2bnnudutph W pbpnipyntuubph 2unynwdutpp”
pwgwnnLpjwdp wnwehU wuqwd uwwnwnpynn nhunnwpydwl,

p. Lpwlwyned £ MUS-h thnpawgbuinhu nLnGygnn, npp inbpwy £ wpunwnpnepjwu npwyh
wwwhnydwl pninp pwnwnnhgutbnpu,

g. npwdwnpnud £ ubUwy MUS-h thnpawgbunh (thnpawgbunutph) hwdwp
(wuhpwdtunnipjwl nGwpnid):

18. Upnwnpwunwnpwédph nhunwpydwl Gpypnpn thnyned yuwnwpyned £ duwupwdwul
nhunwpyncd: Ujn bywwnwyny

1) MUS-h thnpawgbunp (thnpowgbinutpp) hpwywuwgunwd E (hpwwlwglnwd GU) 2nowyjg
wpunwnpwwnwnpwépny’ nhunwpybind wpunwnpwywu gnpépupwgh uwqdwybtpwnudp
GlwuynLpbnh wwhbuwnhg vhugle yGppUwwu wpunwnpwuph ywhtuwn: Sppwjgh dwdwlwly
hpwywluwgynid GU dwpnLp nwpwépubnh, wpnwnpwwnwnpwdpubnh nwuwynpyjwdnipjwl
swnpunwnpwaghunwywl (nwdnwdutph, tnwpwéplutph UGpphU hwnpnwpdwu, nhwyh huydwu
gnunhutph, uwpptnh W uwppwynpnuduGph, onwdwwunwwnpwpdwl, spuwdwnwywnpwpduwl,
pinnLgdwl hwdwywnpgtph, wpunwnpwunwnpwéputpnud gnpénnnipntlutnh
thwunwpnprwynpdwl, wbuduwlywaqdh ghinGihpubph, hdinncpjntuuGph W MUS-h wy;
pwnwnnhguGphu hwdwwwwnwupiwunipjwlu JwupwdJdwul ntuncduwuhpnipyncultp: Shewjghg
hGunn hpwywluwgynud GU uwytghdbhywghwubnph, wpunwnpwywlu pwluwaltph, wpunwnpwywu
gnpépUpwautph W hwpbtpwynpdwlu hpwhwuqutnh, whuwnwupuwihu Uwpwagnbnh,
JwihnwgdwU wpéwlwagnpnipjnctuuGnh, nwnptp hpwhwuguGph, uGphwjh pwugpnndwu
pupwgwlywngbph W wpowluwagpnipintultph, ywdwuwagnpwihl wpwnwnpnepjntu W npwyh
huynd hpwwuwgubnL, pnnnputph nL hGnywugtnh, hupbwwnbugnipjwlu hwdwlywnagh,
Yuwjntunipjwl unnigdwlu dpwgnphu yGpwptnpnn L MUS-hU wnUgynn wj thwuwnwpnptnh
JwUpwdJwul nuncdUwuhpnepyniduubn.

2) 2npwygh W ntuncduwuhpnipjwl dwdwluwly ywwnwupiwluwwnniubph UGpywynLpjwdp
pwpanpwawjuyned £ pninp 26nnuduGph dwuhl, hwyhpé pulwnpyynwd £, nnhg hGunnn dhwju
wpawlwagnynd £ hpple pGpnLpynLu.

3) ywpnn £ hpwywuwgyt| bUnwnnud dhpwllyjw| W yGpouwlwlu wnpunwnpwuphg, hugwtu
Uwl Gluunetphg W nbnh wpunwnpwywu gnpépupwgh ypw hbwnpwynp wagnbgnipinlu
ntubgnn wy| UinLpbphg (huswhuhp GBUT wWpunwnpwnwpwéoph onp Ywd enipp W wijju): MUQ-h
thnpdwatunh ynnudhg hpwwuwgynn bdnwndwlp gnigpupwg wnpunwnpnnp Unguwtu Ywnpnn £
hpwlwluwglb| Ypnyuophuwy udnpywnnd” yhdwhwnnyg hwpgh 2pgwluwyubpnud ubthwywu
hGunwgnunnipjntup ywquwybpwbint bwywwnwyny:

19. Upnwnpwwnwnpwédph nhinwpydwl Gppnpn thngned inGnh £ nclubuncd Ggpwithwiyhg
hwunhwntd, nphu Wywpunwnhp Jwubwygnud £ wnwugpuwjht wudbwywadp' pulwpybing pninn



huwjnuwptpywé ptnnipyntuutnp, 2t6nnudutpp, pwgpnnnudutpp, W hwdwawjutgyned GU npwlg
2nydwl bwhilwywUu dwdytwnutnp:

20. Upunnwnpwwnwnpwéph MUS-h nhinwnyuwu wnpnntuwybunnepjwlu wwwhnydwl
Lwywuwnwyny MUS-h thnpowgbunp Yuwnnn Enhunnwnpydwl pupwgpnid uwnwntb
(nLuwuywpwhwunwdutp W tinGuwgpnipynluubn:

21. MUS-h wunulubphg W npwugny uwhdwudwd gnpépupwgutiphg 26nnudutbpp W
pLnnLejnUULGnp, pun Jwywpnwyubph pwdwuynwd U 3 pudpph®

1) ynhnnhywywu ptpnienLubtp (upuwiutn)™ npwyh L wuyunwugnipjwl ypw wagnnn
2tnnLdutin, npnug htinlewlpny wpunwnpwuph Yhpwnnodp Ywpnn EUpwluwlywih nhuy
hwunhuwuw| hwupnipjwlu W yGunwuhuGph wnnnenipjwu hwdwn juwd dpGpwuwnno
yGunwuhutph opgwuhqunwd Ywpnn Gu alLwynptip yinwugqwynn Juwgnpnubn.

2) un2nn pGpnipynllutp” npwyh W wuywnwugnipjwl ypw wgnnn ng Ynhinhywywu
2tGnnidutn, npnug wwjdwuutpnud hpwywluwgynn wpunwnpwywlu gnnpépupwgp Ywd
wpunwnnywd ntnp ¢h hwdwwwunwupiwunwd Qwjwunwuh <wlnpwwbwnnepjnctuncd
uwhdwujwdé wywhwuglbnhu.

3) thnpp pbpnLpyncuutbp”™ npwyh L wuyunwugnipjwu ypw wudhpwywlnpbU swqnnn
2tnnudubn:

22. lunpnn W thnpp pGpneeynltulutpnh hwdwygnipjwlu wnnjntupnd ywpnn Gu alewgnpyb
hwdwwwwnwupiwlwpwp wybh pwpap nhuwjht® junpnp W Yphinhjwywu pbpnipynluutp:

23. Upunwnpwunwnwédph MUS-h nhinwpydwl wpnyntbwybunnepjwl wwywhnydwu
Uwwwnwyny MUS-h thnpdwagbunp wnpnn £ hUgsWw nhuinwpynud uyubp yuwwnwnb bwpiuwywu
2newjg” wpunwnpwwnwnpwéph inbnwywjdwul nL wnnigwdphU swunpwlwnt bywuwnwyny:

24. Yhunnwpynwdhg hGuinnn MUS-h thnpadwagbunp 3 w2huwwnwupwihu opyw pupwgpnid
ElGyunpnuwhu thnuuinny Ywd thnuuinuwjhu wnwpdwdp wpunwnnpnnhu nLnwnpynwd £ gpnupynl,
npnud hwyhpé uUwpwanpnud £ nhnwpydwU pupwgpnid hwjnuwpbpywéd ptnpnupynluutnp:

25. Upunnwnpnnu wnwytbjwanyup 20 whuwwnwupwihu opndw pupwgpnud JuwaqdwyGpuwnipjwu
hwdwawjutgdwuu E uGpywjwgunid hwyinuwptnpnwéd pbpnipjnluutnph yGpwgdwlUu nu
ywuphuwngtdwu dhgngwnnidutnh épwaghpp’ hpwwluwgdwUu dwdwuwywgnigny:

26. cwdwlwywgnygny uwhdwluywé dwdybwnutpu wjwpunybintg hGuinn, Yupujwo
hwjnuwpbnwdé ptpnipjwl punyphg” MUS-h thnpdwgbunp (hnpdwagbwnubnp), hpwywuwgunwd
E (hpwywlwguncd BU) nhinwpynwd”™ dpwagph uwunwnnudp guwhwuinbine buywwnwyny:

27. MUS-h hwdwuwwwnwupiwlncpywl guwhwwundwUu wprnyntuputGph hhdwUu ypw nhunwnpydwu
wywnpunhg hGunn wnwybjwagnyup 20 whuwwnwUpwihu opyw pupwgpnid Juagdynud W
wpuwnnpnnhu £ unnpwdwnpynwd nhnwnpydwUu hwytunynipintu™ hwdwadwju N 1 alh, npp
UGpwnnud £ guwhwwndwU 2npwlwyutnp, wpunwnpnipjwu Ljwpwannipjnlup, pwgwhwjnywd
prtnnLeyntlutnp W Ggpwywgnipintultpp: Yhunwnpydwl hwadbunydnipjwl wdthnthhdwU by
wbwp EUpywéd |hubu wpunwnpuwwnwpwéph hwdwwwwnwuhuwlnipintup MUS-h YwlunuluGphu W
Unhunhywywu nL fun2np pGpnipynLultpp, Gt nhwup wnyw Gu:

28. thunwnpydwlu hwytunynipjwl dGe pwgwuwlwl Ggpnwywgnipjwu hhdp Gu
hwunhuwuncd JGYy Yynhinhywywu wd ytg b wytih pun2np pbpnipintUubph wnyuwynipynlup:

29. HYhunwnpydwu hwytGinynipintlu wpunwnpnnhu £ thnpuwugyned ElGYunpnuwhu thnuuinh
Jhongny W (Ywd) thnunnwjhU wnwpdwdp:

30. HYhunnwpydwu pupwgpnid hwjnuwpbpdwéd ptpnipnluuGph ywydwuuGnpnd wpunwnpywé
W 2nLtywywhwuywé nbntph wnywynipjwl, hugwbu bwle wpunwnpwuph yenddwu Yuwuywéh
ntwptpnud yuwagdwyGpwnipintlu wudhpwuwtu huwynunwd EUwhuwpwpnipjuwup W <wjwuwnwlh
wlupwuwbunnipjwl wnnnpwuwwhwlwu W whuwwnwuph wnbugwywu Jwpduht®™ <wjwuwnwuh
Lwlpwuwbwnnipjwl opGuunpnipjwdp uwhdwuywéd hwdwwwunwuhuwl dhpngubn
(wpunwnpwuph 2ppwluwnnipjwl nwnwntgnid, hGnywlg, ntntph wpunwnpnipjwl |hgGughwjh
gnpénnnLpjwl Yuwubgnud, tnbGnGwuwnynipjuwl inpwdwnpnud hpwyjwwwh JwpdhUlGphu)
atnuwnybnt Lwywwnwyny:

Qwjwunmwlh QwupwytnnLpjwlu
Juipzwwbin L. dwhlujw
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HE1Erk B4 1E1UL3NFRENE UMSUTTNFR3UTL MUSTUX UrSUM UYWL aNronFLENkF@3UL
yuLALLErhL RUUUNUWSWURULNFRER3UL HhSUryuulL QUS4YESYnke3nkLL

1. Quwpybwnynrpjwl hwdwnp

2. Tthinwnpyynn wpunwnpuwwnwnwéph
guuyGint ywjpp

3. bpwlwlwgynn gnpénlubnueyntup 1) wywnhy Uineh wpunwnpneeynlu
2) yGppLUwywl wpwunwnpwuph
wnuwnnpnienltu

3) Uhgwulyjw| Ywd pwip
wnuwnpnienitu

4) Jhwju thwpbpwynpned




5) UGpunLénid

6) (wpnpwwnnpwjihu huynwd

7) utphwh huynwd W uGphwyh
pwgpnnnd

8) wwhbuwnwynnnd b pwhuncd
9) hGunnwgnunynn nGnwagnnpéwywu
wnunwnpwuph wnpunwnpnipinitu
10) wy|

4. Yhuinwnpydwl wduwphyp

5. Yhuinwnynn yuagdwytpwnipjnitup
6. NTUS-h thnpowagbwinubpp

7. <hdpbpp

8. LGpwénLpjnLu

9. Tthuinwnydwu hwyhpd UywpwanpnipjnLup
1) nhvnwpynn Yugudwybpwnipjwu
hwyhpd UwpwapnipnLup

2) nhunwpydwl 2ppwiwiyutipp

3) nhinwnpydwl gnwnhl (gninhutpp)
10. “hunnwnpydwl sGupwnpyywd
anpdpupwgltnp

11. “hrnwpydwl dwdwluwy
hwunhwwdé wuduwlyuwagdp

12. MUS-h thnpéwagbwnh (thnpadwgbwnubph) nhunwnynwdutpp W
UywuwunnnnipnLultnp

1) npwyh Ywnwywnpnid

2) wusuwywaqu

3) nwpwoépubn W uwppwynpndubn
4) thwunwpnpwynnnid

5) wpunwnnniejnlu

6) nnwyh huyncd

7) wuwjdwlwagnpwjhU wnpunwnpwup W
[wpnpwwnnpwjihu huyncd

8) pnnnpltn W hGuinywly

9) UGpphU unnnLgnd

10) pw2hudwl W wnwpdwlu npwyh
wuwwhnynid

11) wpunwnpwwnwnwéph nnujtb

13. GpnLpynluutph Uywpwahpp W
nwuwyuwngnudp

14. GgpwywgnLpinLu

15. unphpnwwunynipinLu

16. Uj| hwuwnny Upnwdutp

17. W gnpbdnnnipjntuutn
'LUnpwnnud” thnpdwpluuntpjwl
dwdwluwy, punpwuph dwywin
UunLultpp, wggqwuncuutpp
UwinnnpwagpntpjnLuutnp
Lwaqdwytpwnwpeyntup

Opp, wuhup, nwnptGphyp

Qwybyws N 2
2R jwnwywpnipjwl 2019 pywlwlh
thtnpqwph 28-h N 199-L npndwu

yura
MUSTCUX UrsSUruyuL anrenruenkE3UL QUdUUsSUark SFUUUrUUL
1. Unylu Juipgny Yupgquynpyned U Quwjwumnmwuph Qwupwwbtnncpjniuncd ntintiph

nEnwunLptph wpnwnpnipjntu hpwwluwgunn hpwyjwpwlwwl wbuéwlug b wuhwwn
anuwpywwbptphu Ywwnwé wpnmwnpwywlu gnpdncubnpjwlu hwjwuwmwgph (wyjuncthtn®



MU-h hwjwuwmwghp) mpwdwnpdwlu hGn Juwyywd hwpwptpnipjncuutipp: sypwupwyjwt
nuntuwlwl Jhnpjwl MUS-h hwyjwuwnmwghpp mpwdwnpyned £ GUSU Hnwgnpdwwl
nhunwpydwl uwunuutph hwdwéawju:

2. MU9-h hwjwumwaghpt wpnwnpnnhtu £ nmpwdwnpnud Qujwunwlup QwbupwwGnnLpjwl
wnnngwwwhnipjwl Uwhiwpwpniepyntup (wjunchtn® Uwhiwpwpnepyndu)’ hwdwéawju
Qwjwummwlh Qwupwytnnipjuwl junwywpnipjwl 2019 pywwluh thEnpjuph 28-h N 199-1L
npn2dwl 1-hu Ytwnh 1-pu upwytnny uwhdwluywéd Yupgh' Qujwunwuh Qwupwwtnnipjwl
Junwywnpnipjwl npndwdp uwhdwlywéd thnpéwghnwlwl uqdwytpwnipjwl (wjuncthtwn®
Juwquwybpwnipjniu) Ynndhg wpunwnpnnhu mpjwé MUd-h nhunwplydwu hw2ygtnynipjwu
hhdwlu Jpw® wEwnwywl nnpph ydwpdwl thwunp hwjwuwnnn hwuwnmwpnph wniuwynLpjwl
ntwypnid: MEnwlwl nnpph yawpdwlu dwupu bwhawpwpnipjwlu Swuncgnidlu utnwlwinig
hGwnn 10 whuwwnwlupwjhu opyw pupwgpnid gydwpbint ntwpnid hwyjwuwnwgph
npwdwnpnudp dkpdynud E:

3. MU9-h hwjwuwmwaghpt wpnwnpnnhtu £ nmpwdwnpynud nEnph wpunwnpnLpjwl
thgtughwjh Utipnhpnud L2Jwé wpnwnpuywu gnpépupwgutiph hwdwp:

4. Upnwnpnnhu wnwghu wuqwJ MWa-h hwjwuwnwaghpp mpuwdwnpyned E
Juwquwybpwnipjwl Ynnuvhg hpwwlwgywé punhwuncp nhnwpydwlu, huy hwgnpn
wluquwuutipp’ pupwghYy nhnwpynwdutiph hwytnynipynciliutiph hhdwu ypw:

5. MU9-h hwjwuwmwaghp unwbwine bywwmwyny wpunwnpnnp bwhiwpwpnepynil
ubpywywgunid hwyn™ hwdwéwyu N 1 alh, ygtiny MUS-h nhnwpydwl hwybnynipjwl
wnbuwlbpwdjwsd ywwmbakup' (MPYPED (PDF) dlwgwthnyg $wyitiph mbupny)’ bwhuwpwpnipjwl
ww2unnuwlywl EEywpnuwjhu thnunh' info@moh.am hwugtiny:

6. Qwjnp hwdwpynid £ punniujwéd’ Uwhiwpwpnipynciuncd dncinpwgpytiint opnjwlhg:
Lwjwunh dntinpwgpdwl thwumnp hwjwuwnyned £ hEnmwnwpé swunLgdwdp:

7. Lwhiwpwpnepyntuncd 5 wuwwnwupwihu opjw pupwgpnid wpédwyynid £ hpwdwlu
(wjunchtwn® Uwpuwpwph hpwdwl) hwywunwaghp mpuwdwnpbine ud nhw mpudwnpnodp
JtpdbtnL. Jwuhu:

8. MU9-h nhnwpydwlu hwybwnynLpjudp nmpjwd npwlwl Ggpuyjugnipjwu hhdwl ypw
wpwnwnpnnhu wpwdwnpyned £ MUA-h hwjwuwmwaghp, huy puwguuwwl Ggpuyjugnipjwl
nkwpnud” Utipdynwd £ AUQ-h hwyjwutwagph mpudwnpnidp:

9. Lwhiwpwph hpwdwulu punncuybine opjwit hwgnpnnn 5 wjuwnwupwjhu opyw
pupwgpnd Juquwybpwynipjntup bwhiwpwpnepjnitu £ utpyujuguncd MUS-h hwyjwuwmwgph
Uwhiwghép, nnhg htinn 2 whiwwnwupwihu opjw pupwgpnid Uwhiwpwpnipjwlu Ynndhg
wpunwnpnnhu nmpwdwnpynd £ hwunmwndwd MUS-h hwyjwuwnwaghpp, Ywd MWQ-h
hwjwuwnwagnph mpwdwnpnudp dpdbine Jwuphu bwhiwpwph hpwJdwlp:

10. MUQ-h hwyjwuwnwaghpp mpynd £ wnwybtjwgnyup tipkip mwph dwdytnny’ hwayh
wnubinyd nhnwpyncdubph wpyncupubpp: Qwjwuwmwgph dwdytnp hwdupyyned £
nhunwpydwlt wnwghu opnjwuhg:

11. MUS-h hwyjwuwnwghpp mpynud k£ UGy oppuwyhg’ hwykptuny W wuqiptuny’ hwdwaéawju
N 2 alth™ hwjwuwnmwagnpnd Ukpwnbiny Jhwju wyn wpnwnpnnh hwdwp Yphpwnbih mjujubpp:

12. Ywquwytpwynipjntup yupnwd £ MUS-h hwyjwuwnwaghp unwgwéd wpunwnpnnubph dwupu
nyjwubph 2nEdwpwl, wju nmbnunpnud £ ywunnuuwjuwt hwdwgwugwjhu Yuwyp-kpnid, npncd
Uynd U wpnwnpnnh wbujwuncdp, wpnmwnpuwwnwpwéph gnuybine Jwypp, wpunwnpnipjwl
wnbuwlyp, wpnwnpuywu gnpépupwgh mtuwyp, hwjwuwnwaghpp mwnt opp, gnpénnnLpjwl
dwdybwp, hwwnniy mbnGynipyntiutp, hwjwuwmwagph ywwmakup i MUS-h nhnwpydwl
hwdwnnwn hw2ybtwnynrpyniun:

13. MUS-h hwjwuwnmwaghp unwgwd wpnmwnpnnp, nknEph wpnwnpnipjwu thgtughwjh
Utipnhpnud thnthnpunepyncuutp Jud jpugnudubp juinmwpGine ntwypncd, Unp hwjwuwmwghp
unwlwnt bywwwyny bwhiwpwpnipjnit £ ubpyujwguncd hwyn®™ thnthnpjuncLpjwl
Jwwwpnwlhg hbnn Jtly wdujw pupwgpnid” Ygbiny wyn thnthnpuncpynctuutipp Yud
ppwgnidubpp hwyjwuwnnn hwdwwwwnwuhiwl thwuwnmwpnptpp:

14. Lhgbughwjh yuytpwwwjdwlUutph® Qwjwuwnwluh QwupwwbwnnLpjwl optlunpnLpjudp
uwhdwuywé Yunpagny thnthnpunipjwl ntiwypnd wpnwnpnnp nhunwd £ Uwpuwpwpnipynlu’
NMUS-h hwjwuwmwaghpp ypwaltwybpytiine hwdwp, Ygbind jugduybtpynLpjwlu nhunwpydwl
hw2ybtwnynrpjniup:

15. MUS-h hwjwuwnwaghpp ytipwalewytpydned £ ungyu Yupgnd Uwpwgpywsd
pupwgwlwpgny: dpwabtwytpydwlu dwudwbuwy MUA-h hwjwuwnmwgnph hppwywu hwdwpp
duncd EUngyup® Yninnpwyh Upwuny ppwgynid £ thnthnpunipjwu hippwywlu hwJdwpp:

16. MUS-h hwjwuwnwaghpp Ynpgubine jud Juwubine ntwypnud wpunnwnpnnu wnujwgu 1000
nwwpwlwly ntugnn mwywaghp dwdniepned hwjnnwpwpnepynit tnwnig htinn Lwpuwpwpnepjniu
Eutpyuwjwgund nhuncd ©° MUS-h hwyjwuwnwagph YpYuophuwlyu unmwuwine hwdwn:

17. Upnwnpnnh nhdncdu unwlwinig hnn wnwybjwgnyup 5 wfuwwnwupwihu opyjw
pupwgpnid Uwhiwpwpnipyntup nmpwdwnpnud £ hwjwuwmwgph Ypyuophuwyp™ ytphu wy
wuyncuncd Junmwpbiny «4pyuophuwly>» Uwgnpnidp:

18. MUS-h hwjwuwnwaghp nmwint dtpdnudp Ywpnn £ pnnnpwpyytp opbupny uwhdwuyjwsd
Ywpgny:

Qwiwunwluh QwunwwbtwnnLpiwl
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UrSUIrUyUL anroenFLenkHE3UL YULNALLENPL QUUUNUSWUULNFE3UL U4dUWUSUghr
UsuLuLnk UuurL

1. Upnwnpnnh wbywlunidp ==========s=cseemmmememee e ———————
2. 9npénLutinLpjwl hpwjwbwgdwl Jujpp, htnwpinuwhwdwpp, ElG{npnuwyhu thnuwnp b
huwnbpuunwjhu wwnnUwlwl Yupp ---===-======-mmmmmmm oo eeeeen -——-

4. Hanbph W nbnwujnLpbph wpunwnpnLpjwlu Yywwnwéd wpnwnpwwlu gnpéncutinLpjwl
JwunUubphu hwdwwwwnwupiwuncpjwlu nhinwpydwlu hwaybwnynipjniup
5. Qwjgynn wpnwnpwywu gnpdpupwgutipp (puwnptL Yhg gwluyhg) -- --

LEpjuwjwgywé mbnkynipyncuutiph huynipyntup hwuwnwwmnd G0

MMinkph wpunwnpnpjwl thgtughw nlutgnn hpwyjwpwluwlwl wuédh gnpédwnhp dwpdup
ntywydwpp Jud wuhwwn dGnbwpljuwnhpng unnpwgpnipjnitup, wuncup, wqgwuncup,
wJduwphyn

SuUuLu
<W384N1 UrsuruyutL aNrecLeUsLEre

Uwnnnt oguinwagnpddwl nGnGph wpunwnpnipynlu
UWUwulwpnwdwlwl nGntph wpunwnpnipnlu
<Gunwaghnwywlu bwywwnwyutpny nkntph wpunwnpnipeynlu
1. Ursutruuwyt anrseurusuer
1.1.JUntph| wpnwnpwup
1.1.1. Uubwunhy wywydwuuGpnd wpunwnpywé (nGnwalltph gwuy)
1.1.1.1. Uté swywny htnnLyutp
.1.2. Lhnbhhquwnubn

3. dwihny nbnwalltp

4. ®npn Swywiny hGnnLyubp

5. bwnpédp nGnwalctp W hdwjwuwnutn

6. UuGwunhy wwydwubGpnd wpunwnpywé wyg

. dGppuwlywl uinbphihqugywé (nGnwalttph gwuy)

1. U6 swywiny htnnLyutp

2. dwihny nGnwalltp

.3. ®npp Swywiny hGnnLyubp

2 4. Ywnpop nbnwaltn W hdwyjwuwnubn

1 1.2.5. dGpguwlywlu uintphthqugywé wj| wpunwnpwup
1.1.3. Ubphwjh pwgpenndwu hwjwuwnnwagnnid
1.2.|Ng umbnh[wnmwnnwhg
1. nz uinbph| wpunwnpwup (nGnwalltnh gwuy)
. Uwnpép nEnwwwuwnhsdubp
. dwthnLy nGnwwwuwnhsdubp
. BwdGnL nGnwalltp
. LGp66Jwd Jwunphgwubnp
. tnnLyubp” wpunwphu ogunnwignpddwlu hwdwn
. nnLyubp’ ubpphU oguinwgnpddwu hwdwn
. Pd2jwlwl qwqtp
.Y ywndn nbnwalltp
. &updwlu tnwy gnnuynn nGnwalkn

s
CoONOUIAWNE



. Punpwnpnudhbw| nGnwalLbn
. Wuwulbwpnidwwl puwnunipnutn
1.2.1.17. Ny untnh| wj| wpunwnpwup

1.2.1.10. NwnhnunLyhnwjhu gGuGpwwnnputp
1.2.1.11. dwhny nGnwalkn

1.2.1.12. Undhyubp

1.2.1.13. dGnwhwwnbp

1.2.1.14. Uwtnwuhutn

1.2.1.15

1.2.1.16

1.2.2. UGphwjh pwgpnnywU hwyjwuwnwagnned

1.3.

LUGLuwpwUwlywl nGnGp

1.3.1. UGUuwpwluwywu ntntn

1.3.1.1. Upjntbuwjhbu dSwgdwl wpunwnpwlplbn

. PUntbwpwlwywl wpunwnpwupubp

. Poowjhu ppwuwhwjh wpunwnpwuputn

. @GLUwjhu pGpwwhwih wpunwnpwupltp

. UGLuwwntGhuuninghwwlu wnpwnwnpwuplbp

. Uwnnnt wd yGunwuhutph opqwultphg unwgywé
LunmLur}nLuUQUbn

1.3.1.7. Uj; yGUuwpwlwywl nbntn products

[y gy
wwwwwil
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1.3.2. Ubphwjh pwgpnndwu hwjwutnwannud (wpunwnpwwntbuwyutph
guuUu
. Unntbwyhu dwgdwl wpwnwnpwuplbp
. PUntbwpwlwywl wpunwnpwupubp
. PeowjhU ppwwhwjh wpunwnpwuputip
. @GLUwjhu pGpwwhwih wpunwnpwupltp

. UGLuwwntGhuuninghwwlu wnpwnwnpwuplbp
1. 3 2 6 Uwpnnt wd yGunwuhutph opnqwuutphg unwgywé
wnunwnpwupltp
1.3.2.7. Uj; YGuuwpwlwlwl ntnbn

o e g
wwwww
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1.4.

Uj| wpunwnpwupubn jwd wpunwnpwwl gnpénlutineeynitu (Uwpunpn
yewnGpnud spungnpyywéd gwuwgwéd wj hwdwwwunwuhuwl
wnunwnpwywu gnpdnLutinipynitl/wnunwnpwuntGuwl, opnhuwy™ wyuinhy
nGnwujnLptnh Jwuptwagbipénwd, < opGUunpnipjwdp wwhwugynn
YEUuwpwlwywu wywnhy Giuunph wpunwnpnipinitl, nGnwpntuwyuwl
Ywd hndGnuuwpwihU wpunwnpwlp, pwip ywd wdpnnowlwl
wnuwnnnipintu W wyju):

1.4.1. UpnnwnpncpinLu

1.4.1.1. PnLuwywu nbnkn

1.4.1.2. ZndGnwwpwjhU ntntGp

1.4.1.3. UGLuwpwluwywu wywnhy Guunptn
1.4.1.4. Uy

1.4.2. Uyuinhy nbinwujniptnh (odwunwy Uniptinh) ytpguwywu
wpunwnpwuph dwunptwgbpénud

1.4.2.1. Shywnnpnud

1.4.2.2. 2np nwpwgnd

1.4.2.3. unbwy nwpuwgnid

1.4.2.4. ehdhwwl

1.4.2.5. Quddw-sdwnwaqwjpnLd

1.4.2.6. EiltyunnUwhl dwnwqw)p

1.4.3. Uj|

1.5.

duwptpwynnnid

1.5.1. UnwolwjhU thwpbpwynpnid

1.5.1.1. Ywndp nGnwuwwwnhadutbn

1.5.1.2. dwihny nGnwuwwuwnhdubn

1.5.1.3. Swdb|nL nbnwaltn

1.5.1.4. LGpé&Ywé Jwuinphgwlbn

1.5.1.5. &tnnLyubp® wpunwphu ogunnwignpddwl hwdwn
1.5.1.6. QtnnLyutp” ubpphu ogunnwgnpddwl hwdwn
1.5.1.7. Pd2ywywl qwaqtp

1.5.1.8. Uj; Ywpdp nGnwaltn

1.5.1.9. XUpdwlu nnwy guinuynn nknkn

1.5.1.10. Nfwnhnuntylhnwjhu gGuGpwuwnnputp
1.5.1.11. owhny nGnwalLtn

1.5.1.12. Undhyutp

1.5.1.13. Ynwhwuwntn

1.5.1.14. Uwtnwuhukn

1.5.1.15. Punpwnpnudhbw] nGnwalLtn




1.5.1.16. UbwulwpndwwUu puwnunpnutn
1 5

1.5.2. 6pyfinpnud; ptpwJhnnL
1.6.Npwyh huyncd

1.6.1. Uwuptwpwlwlwl™ unbphiniejniun
1.6.2. UwuptwpwlwlwU® ng unbphinipjnitup
1.6.3. Rhuhwlwl/dhghywlywl

1.6.4. UGLuwpwluwywu

QU3UUSULP QULAUNESNFER3UL UNN1AUNURNFAR3UL LUUrurnk@3nrL
MINISTRY OF HEALTH OF THE REPUBLIC OF ARMENIA

Qwywuwnwaghp/ Certificate No: _ _ _
ursutrnikh MUg QUUUMNUSUUULNFR3UL QU4UUSUQbr
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Uwu/Part 1

Spjwé £ Qwjwunwuh Qwupwwbnnipjwl opGuunpnLpjwdp uwhdwuywéd
Ywpagny ----------------

(wdhup, wduwphyp) hpwywluwgywd nhinwpydwlu wpryntupnid W
Jwybpwywu E Jhugl----------

<wjwuinwlh Qwupwwtunnipjwl wnnngwuwjwhnipjwl LwhiwpwnpnLpinLup
hwuwunwuwnnud £ hGuinlywip.

LUNUWNNNNN e
Upunwnpuwunwnwédph guinUyGine Juwynp e,

LhgGughwjh N.........

tupwnyyt| £ nhunwpydwl™ yuwwydwd wpunwnpniejwl hgtugwynpdwlu wd
ntntnh gpwugdwl hGun: Ujp (lWuwpquIpWUGD ..o,
hunwpydwl wpryntupnud hwuwnyb E wpunwnpuwnwnwéph
hwdwwwunwupuwuncpyntup Qwjwunwuh QwlunpwuwbwnnLpjwu
onpGuunpnLpjwlp hwunwwunywsd ywwnpwd wpunwnpwywl gnpéntuGnipjwl
Ywunulutphu, npnup hwdwwwwwupuwunwd GU GYypnuwywu Jhnipjwl W
GUypwuhwywU inuinGuwywl Jhnipjwl MUS-h uygpniuputbphlu W
nLntignygubiphu:

<wyuwuwnwaghpp ywybpwywl £ 1-hU W 2-pn Jwubph pninp EgGph
wnwjnLpjwl nbwpnLy:

Issued following an inspection in accordance with regulation of the Republic of
Armenia, the latest of which was conducted on ..... [ [oonin. and valid till...../...
el e [

The ministry of health Republic of Armenia confirms the following:

THe MaNUTACEUNET oo
ST AAAIESS . e ittt
Manufacturing authorization NO.........oo e
Has been inspected in connection with manufacturing authorization or
marketing authorization.

Other (please SpecCify)....cocviviiiiiiiiiiiiin e,

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 Union.
This certificate is valid only when presented with all pages and both Parts 1 and
2.

Uwu/Part 2

Uwnnnt oguinwagnpddwl nGnGph wpwnwnpnipejnu/ Human Medicinal Products
ULwulwpnrdwywl nGntph wpwnwnpnipjnl/ Veterinary Medicinal Products

QN2



<Gnwaghnwywlu bwywunwyutpny nkntph wpunwnpnepentl/ Human
Investigational Medicinal Products

1. UrSUIrUYUL aNrecLeUsSLEr/ MANUFACTURING OPERATIONS

- wnpunwnpwywu gnpépupwgltpp UGpwnnd GU wdpnnowlwl
wpunwnpnieintup ywd wnwudhu wpunwnpwywl gnpdpupwgutpp’
UGnwnw| nGnwalch wpunwnpnejnLup, thwptpwynpnudp Ywd dlbwynnnedp),
utphwjih pwgpnnnudp W hwyjwuwnwagnpnudp, nyw nnwalth ywhuwwunwdp W
puw2huncdp Ywd wjp wpunwnpwywlu gnpépupuwgltbn

- wnwlug wpnwnpwwl gnpépupwgltn hpwwbwgubine dhwju npwyh
huljdwlu W (Jud) pwgpnndwl W utiphwjh hwjwuwnmwagpuwl
gnpénnniLpjnlutpp wtwmp £ pungéytu hwdwwwmnmwupiwl YEnkph Ukppn
- Gt wpunwnpnnu hpwywuwgunwd £ wnwludbwgywéd wnpunwnpnipjwu
wwydwulutbn ywhwugnn wpnwnpwuph™ nwnhnnbnwagnpéwywu wd
wbGUhghihuutn, unydbnuwdhnutp, ghnnnunnnpuhyubp, giduwinuwynphuubp,
hnpdnUw| wynhynipjwdp UinLptp ywd ynuntughw| yunwuqwynnp wywnhy
pwnwnphsuGp wwnpnuwynn nGnGph wpunwnpnieynil, wwjw npw dwuhlu
wbwp EUupyh hwdwwwwnwuhuwl wpunwnpwwnbuwyh Ywd nbGnwalch YGuinh
uGppn

- 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. JUnbtphp wpnwnpwlup/ Sterile products

1.1.1. Wubwywnhy wywuydwuubpnd wpunwnpjwéd (nbnwaltph gwuy) /
Aseptically prepared (list of dosage forms)

1.1.1.1. U6 dwywiny htnnLyutip/ Large volume liquids

. Lhndhihqwuwnutip/Lyophilisates

. Owithniy ntnwalLtin/ Semi-solids

. ®npp dSwywiny htGnnLyutp/Small volume liquids

. Ywnén nnwalcttp W hdwjwuwnutip/ Solids and implants

1.1.1.6. Uubwwhy wuwydwlubpnd wpunwnpywé wyp wpunwnpwup/ Other
aseptically prepared products

o gy
=
T

b WwN

1.1.2. dbpguwwl untiphjhqugywé (nEnwalltph gwuly) /Terminally
sterilised (list of dosage forms)

1.1.2.1. U6 dwywiny hGnnLyutp /Large volume liquids

1.1.2.2. dwihniy nbnwalLtipn/Semi-solids

1.1.2.3. ®npn dwywiny hGnnLyutnp/Small volume liquids

1.1.2.4. Ywnoép nbnwalltp W hdwwuwnubin/ Solids and implants

1.1.2.5. dGppUwlwl uinGphihqugywé wyp wpunwnpwup / Other
terminally sterilised prepared products

1.1.3. Ubphwjh pwgpnnuwlu hwjwuwmwagpned/ Batch certification

1.2./N; untiphp wpwwnpwup / Non-sterile products

1.2.1. Nz unbphp wpmnmwnpwup (nEnwalltph gwuy) / Non-sterile
products (list of dosage forms)

1.2.1.1. Ywndp nGnwuwwuwnhdutp/Capsules, hard shell

1.2. dwihnLy nEnwwwwnhéutin/Capsules, soft shell

1.3. Swdb|nL nnwalLtp/Chewing gums

1.4. LEP66Jwd Jwuinphgwubin/Impregnated matrices

1.5. QtnnLyutp” wpunwphu ogunnwagnpédwl hwdwp/Liquids for
xternal use

.2.1.6. &bnniLyubp’ uGpphu oqunnwgnpédwl hwdwp/Liquids for internal
se

2
2
2
2
t

7. Pd2ywlywl qugtip/Medicinal gases

.8. Ujp ywndp ninwaltin/Other solid dosage forms

9. Xudwlu vnwy gunnuynn ntnwalLtp/Pressurised preparations
10. Nwnhnuntylhnwjhu gEutpwunnputp/Radionuclide generators
1

1

1

2.1,
2.1
2.1,
2.1,
.2.1.11. dwithniy nGnwaltp/Semi-solids
.2.1.12. Undhyutn/Suppositories
.2.1.13. HGnwhwuwntin/Tablets

1
1
1
1
e
1
u
1
1
1
1
1
1
1




. Uwbnwuhutp/Transdermal patches

. PunpwnpnudhUw| nGnwallGp/Intraruminal devices

. Ulwulwpnidwwl puwnunipnutip/Veterinary premixes
1.2.1.17. Ny uinbnph| wy| wpunwnpwUup/Other non-sterile medicinal
product

ey
NN N
[
[
o ul A

1.2.2. Utkphwjh pwgpnnuwu hwjwuwnmwagpnid /Batch certification

1.3.

YEUuwpwlwlwl nkntp/ Biological medicinal products

1.3.1. Ytuuwpwlbwlwl ntintip/ Biological medicinal products
1.3.1.1. Upjntuwyhbu swgdwl wpunwnpwluputp/Blood products
1.3.1.2. hdntbwpwUwwl wpwnwnpwuputpn/Immunological products
1.3.1.3. PopwjhU pGpwuwhwih wpunwnpwupltn/Cell therapy products
1.3.1.4. aGLwjhu pGpwwhwjh wnpwnwnpwuputp/Gene therapy products
1.3.1.5. UGLuwwinbhuuninghwwl wpwnwnpwuplubp/Biotechnology
products

1.3.1.6. Uwpnnt wd ygunwuhutph opnquulutphg unwgywé
wpunwnnwUupltp/Human or animal extracted products

1.3.1.7. Uj; yGUuwpwlwlwu ntntp/ Other biological medicinal
products

1.3.2. Utiphwjh pwgpnndwlu hwyjwuwnmwgpnd (wpunwnpuwntiuwyutph
gwll)/ Batch certification (list of product types)

1.3.2.1. Upjntuwjphbu Swgdwl wpunwnpwupltp/Blood products

.3.2.2. hdntbwpwlwlywl wpunwnpwlplbp/Immunological products
.3.2.3. Poowjhu pbGpwwhwih wpunwnpwuputp/Cell therapy products
.3.2.4. QtUwjhu pEpwwhwih wpnwnpwuputp/Gene therapy products
.3.2.5. UGUuwwntGhuuninghwywu wnpunwnpwuplutn/Biotechnology
products

1.3.2.6. Uwpnnt JwdJ yGunwuphutnh opnqwuutphg unwgywo
wpunwnnpwlupltp/Human or animal extracted products

1.3.2.7. Uj; yGUuwpwuwywu ntntn/Other biological medicinal

products

1
1
1
1

1.4.

W)L wpunmwnpwlupubtp ud wpmnmwnpuwjwlu gnpdnicutingpynict (Lwhunpn
yewntpnud spunagnpyywd gwuwgwéd wy hwdwwwinwupuwl
wnunwnpwywu gnpdncutnipyntU/wnnwnpwuntuwly, ophuwy”™ wynhy
nGnwunLptph dwuptwagbpdnid, < opGuunpnipjwdp wywhwlugynn
YELuwpwlUwywlu wywnhy Giuunph wpunwnpneeynlu, nEnwpntuwyuwu
Ywd hndGnwwpwjhu wpunwnpwup, pwip Ywd wdpnnowyuwl
wpunwnnneeyntu W wyu):

Other products or manufacturing activity (any other relevant
manufacturing

activity/product type that is not covered above e.qg. 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. Upnwnpnipjnitt /Manufacture of:

1.4.1.1. Pnuwywl nknkn/Herbal products

1.4.1.2. Zndnwywpwjhlu ntntpn/Homoeopathic products

1.4.1.3. YGhuwpwlwlywl wywnhy Giuwunwptp/Biological active starting
materials

1.4.1.4. Uj)/Other

1.4.2. Uywnhy nbEnwujnLph/odwunwy UjnLph/yEpguwwlu wpmwnpwluph
dwupkbwqbpénLd /Sterilisation of active
substances/excipients/finished product:

1.4.2.1. dhpinnpned/Filtration

1.4.2.2. 2np lnwpuwgntd/Dry heat

1.4.2.3. unbwy tnwpwgnrd/Moist heat

1.4.2.4. Phdhwlywu/Chemical

1.4.2.5. QwUudw-dwnuwaquwjpnid/Gamma irradiation

1.4.2.6. EltyunpnUwjhb 6wnwaquwyp/Electron beam

1.4.3. Uj)/ Others

1.5.

dwptipwynpnid/Packaging

1.5.1. Unwplwjhu thwptpwynpnrd/ Primary packing
1. Ywpédn nEnwuwwuwnhsdutip/Capsules, hard shell
dwhnLy nEnwwwwnhéutp/Capsules, soft shell

1.5.1.

1.5.1.2.

1.5.1.3. Swdt|nL nbnwalLtp/Chewing gums

1.5.1.4. LGpé&Yw o Jwinphgwlubtip/Impregnated matrices

1.5.1.5. QtnnLyutp” wpwnwphu oguinwgnnddwlu hwdwn/Liquids for



external use
1.5.1.6. QtnnLyutp’ ubpphU oguwagnpddwl hwdwnp/Liquids for internal

use

1.5.1.7. Pd2ywlywl quqtn/Medicinal gases

1.5.1.8. Uj; ywndn ntnwalLtin/Other solid dosage forms

1.5.1.9. &updwl nnwly guinuynn nbnkn/Pressurised preparations
1.5.1.10. Nwnhnunctyhnwjhu gGutpwunnputip/Radionuclide generators
1.5.1.11. dwithnLy nGnwalLGp/Semi-solids

1.5.1.12. Undhyutipn/Suppositories

1.5.1.13. AGnwhwwntp/ Tablets

1.5.1.14. Uwtinwuhutp/Transdermal patches

1.5.1.15. PunpwpnudhUw| nGnwaltp/Intraruminal devices
1.5.1.16. Uuwulbwpnidwwl puwnunipnutp/ Veterinary premixes

1.5.1.17. Nz uintph wy| wpwnwnpwlp/Other non-sterile medicinal

1.5.2. 6pypnpnwjht thwpbpwynpnLd /Secondary packing

1.6 Nnpwyh huynrd/Quality control testing

1.6.1. Uwuptwpwluwywl™ uinbphiniejnitup /Microbiological: sterility

1.6.2. UwluptwpwlwlwU® ng unbphiniejnitup /Microbiological: non-
sterility

1.6.3. Rhuhwywl/dDhghywlwl /Chemical/Physical

1.6.4. UbUuwpwuwlywu/Biological

2. 1616rk LErUuNFSNFU/ IMPORTATION OF MEDICINAL PRODUCTS
-inLpwipuwilgnLp uGpdnwsdwl gnpénilutinLeyntu wuhpwdbown £ UG|
hwdwwwunwuhiwl wpunwnpwwnGuwyh yGunh ubppn

- Jwulwyh wpnwnpywé wpunwnpwuph UGpdnwsdwu hGun juwwé
annpénLutinipejntup Unyuwbu weGwnp £ punanpytp wju pwduncd

- UGpUdnwodwl gnpdnilutineeynitlu pungnpynwd £ ubiphwjh hwywuwnwagpnedp,
wwhwwundp, pw2huncdp Ywd wy UGpdnwddwu gnpéplupwglbn

- 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

2.1 tpudnLdywé wpnmwnpwuph npwyh huynid Quality control testing of
"“limported medicinal products

2.1.1. Uwuntwpwlwlwl® uinbppincpyniup /Microbiological: sterility

2.1.2. Uwuntwpwlwlwl' ng utnnpincpincun /Microbiological: non-
sterility

2.1.3. Phuhwlwly/dhghlwlwl /Chemical/Physical

2.1.4. YGuuwpwlwlwly/Biological

2.2.LEpdnLdywé wpnmwnpwuph ubphwh hwjwuwnmwagnpnid/Batch
certification of imported medicinal products

2.2.1. Uintinh; wnunwnnwlp/ Sterile products
2.2.1.2. dGpgUwlywl untphihqugywé /Terminally sterilised
2.2.1.1. Uubwywnhy ywwjdwuuGpnwd wpunwnnpywé / Aseptically prepared

2.2.2. [ unbinhy wnwunwnnwlp / Non-sterile products

2.2.3. UGUuwpwlwlwl ntntp/ Biological medicinal products

2.2.3.1. Upjntbwyhu dwgquwl wpunwnpwuplbn/Blood products

2.2.3.2. hpdntbwpwlwywl wnpunwnpwuplbbp/Immunological products
2.2.3.3. Poowjhu pEpwwhwih wpunwnpwuputp/Cell therapy products
2.2.3.4. QtuwjhU ptpwwhwih wnpunwnpwupltp/Gene therapy products
2.2.3.5. UGLuwwnbhuuninghwwl wpwnwnpwupubp/Biotechnology
products

2.2.3.6. Uwnnnt wd yGunwuhubph opgwuutphg unwgywé
wnunwnpwuputn/Human or animal extracted products

2.2.3.7. Uj| YGUuwpwlwlywlu nkntin/ Other biological medicinal

products

2.2.4. LpdnddwlU wy gnpdnlubnueynl (Lwhunpn YGuinGpnud gpunagpydwd
gwluywgwd wj| ubpdnddwl gnpéniutinienil, ophuwly®
nwnhnnGnwagnpéwywu wpunwnpwluph, pd2ywywu quagknh,
ntnwpnruwwl Ywd hndGnwwpuwihU wpunwnpwlph UGpdnwdnud W
wyju):

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. twnhnnGnwagnpéwywu wpunwnpwup/nwnhnuncyhnutph
gbubpwuwnnputp/Radiopharmaceuticals/Radionuclide generators
2.2.4.2. Pdojwlywl qugbtp/Medicinal gases

2.2.4.3. PnLuwlwl ntintp/Herbal products

2.2.4.4. Zndtnwuwpuwjhl ntntp/Homoeopathic products

2.2.4.5. UGUuwpwlwywlu wyuinhy Giwunptip/Biological active starting
materials
2.2.4.6. Uj|/Other

3. *61uL3nkeh Ursurnke@3NFL/MANUFACTURE OF ACTIVE
SUBSTANCE(S)Ursuaruyudt anrecumerusLer/ MANUFACTURING
OPERATIONS

anwljnLph (nGnwujnLptnh) wujwunwdp (wbudwunwdutpp) / Active
Substance(s)

3.1

PhUhwywlU uhuptgh Gwuwwwnhny unwgynn wywnhy
UjnLptin/Manufacture of Active Substance by Chemical Synthesis

3.1.1. Uhpwulyjw| wpunwnpwlph wpunwnpnipintu/ Manufacture of active
substance intermediates

3.1.2. [Gpwdwpwn wywinhy UnLph wnunwnpnipintu/Manufacture of crude
active substance

3.1.3. Unh albwynpned /dwpnpdwl thniytp® (ophuwy pjnipbinuigned)/ Salt
formation / Purification steps : (e.g. crystallisation)

3.1.4. Uy (Upk))/ Other (specify)

3.2

PUwywU dwaguwlu wnpjnLputnhg wywnhy Uneh
Epunpwywnnid/Extraction of Active Substance from Natural Sources

3.2.1. Anuwlwl dwagdwl wnpjncpuGphg Ujneh wugwwnniud/Extraction of
substance from plant source

3.2.2. UGunwluwywu dwqdwl wnpjnLputnhg Uyneh
wlpwwnnLd/Extraction of substance from animal source

3.2.3. Uwpnywjhu dwqgdwl wnpjnipubinhg Ujncph wupwwnnud/Extraction
of substance from human source

3.2.4. QwlpwjhU swagdwl wnpjniputphg UynLph wupwwnnud/Extraction of
substance from mineral source

3.2.5. Uupwunyws Uynph thnhnpunieiniu (UG wnpjnpp
1,2,3,4)/Modification of extracted substance (specify source 1,2,3,4)

3.2.6. UWupwiuinyws Uynph dwpnnud (U6 wnpjnLpp™ 1,2,3,4)/Purification of
extracted substance (specify source 1,2,3,4)

3.3.7. Ui (Upk})/ Other (specify)

3.3.

AEnwunLeh wpunwnpnieintl” Yuuwpwluwlywu gnpdpupwgubnh
Uhgngny/ Manufacture of Active Substance using Biological Processes

3.3.1. dtpdGuwnwgnid/ Fermentation

3.3.2. PpowjhU YnruinnLpwuitp (Lot pphoubnh tnhwp, ophuwly’
YwprlUwuniuutph/dwunktuwjhu) / Cell Culture (e.g. mammalian / bacterial)
3.3.3. UnwlaUwgnud/dwpnnid/ Isolation / Purification

3.3.4. Upwyntd/ Modification

3.3.5. Uj (Upk)/other(specify)

3.4

Uuwintiph| nnwujnweh (3.1, 3.2, 3.3 Jwubipp wtwp £ [nwgdtu
hwdwwwuwunwuhiwUwpwn) wpwnwnpniejnLu/Manufacture of sterile active
substance (sections 3.1, 3.2, 3.3 to be completed as applicable)

3.4.1. Uubwunhy Gnwlbwyny wpunwnnpynn/Aseptically prepared
3.4.2.dbppUwywl Jwuptwqgbpédwl Gnwlwyny wpunwnpynn/Terminally
sterilised

3.5

CunhwunLp wywpwnwlwl thnitp/General Finishing Steps

3.5.1. Dhghywywl tnwbwyny wnwusuwgdwl thnitp (ophuwy
enpuwgncd, wnnd/Uhypnuwgned, Jwnnwd)/Physical processing steps <
specify > (e.g. drying, milling / micronisation, sieving)

3.5.2. UnwolwjhU hwptpwynpnid (nGnwyuwnwd/fugwbwthwyned
nGnwujnieh, Gpp nGnwunLep guinuyned £ wudhpwlyuwu 2thdwlu JGe
thwptpwUnLeph htwn)/ Primary Packaging (enclosing /sealing the active
substance within a packaging material which is in direct contact with the
substance)

3.5.3. Gpypnpnwjht hwptpwynpnid (wnwelbwjhu thwpbtpwunLpny




hugwuwhwlyywéd thwptph ntnwlywnwd wpunwphu thwpbtph Ywd
ynuwnGjuGnh Jtg): Uw UGpwnnud £ Lwl wyn thwpGprutph
whunwywynpdwu gnpépupwgp, npp Ywnpnn E Yhpwnytl bwle
UnyUwwlwgdwl Juwd hGnlGihnipjwu wwwhnydwl (uGphwjh
hwJdwpwywdwlu) 2npwliwyutinnid)/ 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. Uj| (Lpki))/ other(specify)

3.6 [Nhwyh huyntd/Quality Control Testing

3.6.1. Yhghywlywl/phuhwlywl/ Physical /Chemical testing

3.6.2. UwluptwpwlUuwywl hGunnwgnunnipynl (pwgwnnipjwdp
uwintGphnLerjwl RGuwn)/ Microbiological testing (excluding sterility testing)
3.6.3. UwuptwpwlUwlwl hGunnwgnunnipynlu (UGpwnjw uintphnpjwl
prGuw)/ Microbiological testing (including sterility testing)

3.6.4. UGUuwpwlwlwl hGunwagnunnip)nLl/ Biological Testing

3.7 MGnwpnuwlwU hnedp/Herbal substance

4. NGnwunieh Jyepwpbpnjw| wj gannpdpupuwg (U2G)/Other activities - active
substances

Lpwgnighg UpnLdlutin/ Other information

Lwjwuwnwgnh 2pgwtwyjutipnud nplk uwhdwbwthwynn ud hunwlytigunn
SwunpwagnpnLpjnLu /Any restrictions or clarifying remarks related to the scope of this
certificate

< wnnnguwwwhnipjwl Lwhiwpwnp
Minister of Health

unnpwgpnLpjniup/signature
wluncup, wqqwuntup/name, surname

Y.S./seal
opp, wuhup, mwptphyp
Date of issue
Qwybtlywé N 3
2R juwnwywpnipjwl 2019 pywlwlh
thtwpjwph 28-h N 199-L npn2dwl
yura

TE1ECk UrSUNFE3UL LRSEL2WYMNCUUL LAUSWUNY dNrAULLLNFER3UL PrUYUTLUWSUUL

1. Unylu Yupgny Yupgwynpyned U Qujwumwuh Qwupwwytwmnipjntuncd nknkph
wpunwnpnipjwl thgbuquynpdwu bwywwnmwyny thnpédwpluncpjwu hpwwluwgdwl hbwn
Juwwywé hwpwpbpnipyncilubpp:

2. Hintiph wpnwnpnipjwl thgtuquynpdwu Uywwnmwyny thnpédwpluncpyniup (wjunchbwn®
thnpédwpluncpyniu) hpwwlbwgunid £ Qwjwuwnwuh Qwlpwwbwnnipjult junwywpnipjuwl
npndwdp uwhdwuywéd thnpawghnwlywl Juquuybpwynipyntup (wjunchtn®
JuwqUuwybpwnipynil):

3. onpawpluncpjwl hwdwp wpnwnpnnp nhunwd £ uquuybpwnipjwup® UEpjuwjwugubing
Lwjwunwup Qwupwwbnnpjwl junwyjwpnipjuwlu 2019 pjwjwuh thtnpjwph 28-h N 199-L
npn2dwl N 4 hwybijwény Uwhiwwnbtiujwd thwuwmwpnptph mbuwlubpwédjwsd ywwnmdkuutpp'
hwjtptuny W (Ywd) nnubptuny W (Ywd) wugiptun’ (MPYPED (PDF) dlwzwithny dwytiph
wnbupny)’ wndbtnl W (Jwd) ElGYunpnuwihu hwugbny W (Jwd) ElEYunpnuwihu hwdwlwpgh
Uvhgngny W (wd) thnunwjhu wnwpdwdp:

4. dnpadwpluuncpjniit uljuyned £ thnpéwplUunLpjwlu yuwpéh yawpdwl thwuwnp hwjwuwnnn
thwunwpnpeph wnjuwjnLpjwl ntwypned:

5. ®dnpédwplunLpjwl pupwgpnid Jupnn Bu ywwhwugyb| Ipwgnigh; myjwutip, npnup
UtipjuwjwgutinL cwdwuwljwhwwnywép thnpédwplunctpjwu hwdwp uwhdwujwé dwdytnned gh
uUtpwnynwd:

6. PnpdwplunLpjwl pupwgpnid pwgnighg myjufubp Juwd thwunmwpnptp Ukpyuwjugubine
wUhpwdtnnipjul Jwuhu ywwnmwé Junpgny wpnwnpnnhu mtntlwglutinLg htnn 60
w2huwwnwlupwjhu opnjw pupwgpnid npwlp supjujugubinL nEwypnid thnpédwpluluncpynLup
nwnwptgyncd £, W Juquynd E thnpawghnwlwlu Ggpuyjugnipjniu nhudnwdp Jepdbnc
YyGpwptnjui:



7. Wuywhu thnpédwpluncpjwl wpnyntuphg’ Ukipjuwjwgywsd thwunmwpnptpp W yéwpp st
YyEpwnwpayncd:

8. dnpéwplunLpjwl dwdwlwly hpwwluwgynid £ wupnwnpwwnmwpwéph punhwuncp
nhunwpynd” Qujwunwuh QwupwwbnnLpjwl juwrwywpnipjuwl 2019 pywlwlh thnpdwph
28-h N 199-U npnadwl 1-hu Ytwnh 1-pu Gupwybtnny uwhdwujwéd Yupgny' quwhwnbing’

1) wudlwlwqup' Qwjwunwluh Qwupwybnnipjwl optuunpnipjudp uwhdwuywd
wwhwluguEphu hwdwwwwmwupiwlu npwwynpywd wuadh wnwynLpyniup.

2) mwpwéplutipp W uwppwynpndutipp’ Lwhwwnbuywéd swywutiph W
wpunwnpwntuwyutiph wuyunwug nt uwhdwuywéd ywwhwuguEphu hwdwwwwnmwupuwlu
wwhwwubint hbwpwynpnipyntup, wwhGuwnwihu nmwpwéputph pnpnp hwnydwédubph yuwwmawé
Jwppdwlu huwpwynpnipjniup b hwdwwywwnwupiwl (ncuwynpnepyniup, jupwuwnhuwhu W
UGpddwé nL yipwnwpédjwsd wpnmwnpwupubph hwdwp wepwbadbwgywéd pwyjwpwn
nwpwdpubph wnuwynipyntup’ (huwpwynp wdtbwdtéd udpwpwluwyh hwqwpyny),
wwhbGunnwl wypwuph punntudwu hwdwp bwhiwnbujwd mwpwédph wnlwynLpyncup’
hwgbgwé wjuwyhuh hwpdwpnepynctuubpny, npnup huwpwynpnipjnit U rnmwhu pwgwnbg
Gnwuwlwjhu ywjdwllubkph wanbgnipjniup’ wpnmwnpwupl unwlwine b pug pnnubinc
dwdwlwly, ywhGunmwjhu nmwpwépubpnud wnwuaduwgywéd Uty Ywd vh pwuh gninhutph Ywd
wnwnpwéputiph wnuwynLpynitup nwnhnwywnhy, ynepwyjwn, hpwyunwug Yud wyp Junwugwynp
wpunwnpwluplubph (oppuwly’ pd2jwyw qugtip, nupwyjwn W hpwywnwug Uyneptp) hwdwn,
hwdwwwwnwupuwl nwpwywwnptpny, gipdwiwihubpny, punbwyjwzwithutpny
hwgbgwénipjniup, swihhg uwppbph W hwdwwpggwjhu jurwyjwpdwlu hwdwwpgbtph
(wnywynLpjwl ntwpnid), nphwug unnrgwzwthdwlu b yuhnwgdwlu huwpwynpnipynctuutiph
wwwhnynudp, nkntph ywwhywudwlu nmwpwépubpnd gipdwuwnmhéwup nL junbuwynipjwl
wlUhpwdtizn yuwydwuubph wywhnydwlu hwdwp hwdwwywwnwupuwlu uwppwynpnidwjhlu
hwgbgjwénLpjniup (uwppwynpnrdubph wnljwynipjnitup), Wwhdwl nmwpwépubphg W
gnunhutiphg wrwbuéduwgywsd uwuhwugnrgh, hwugquwinh utbyjwyh, mtpuhjwlywlu
w2hiwwnwuputiph hpwjwbwgdwl bwhwwwwnpwundwl (Juppdwl W wjp whuwwnwuputp)
nwnpwéph, wpnwnpuyjwlt hhduwwl uwppwynpnidubph wnuwyncpynicup, hwynwgpyjwéd
ntnwalch npwyh huyjdwu hwdwp wuhpwdbn jwpnpuunnpujhu uwppwynpnedubph,
hwptpwynpdwlu hwdwp bwwnbujws wnwbdbwgwd mwpwspubph wnljwjnipyniup,
wpunwnpuwnwpwép wudbwuqudh dneinp gnpétint hwdwp lwhiwnbujwé hwunbtpawpwuh,
hugwbu Lwl WynLptiph nL wpnmwnpwupubph Lwhiwnbujwd dntinptiph wnlwjnLpyniup.

3) hwunwpnpwynpnid’ wnlw uwppbph, uwppwynpndutiph W hwdwlwpgbph
Uwhiwnbtujwsé Yhpwndwl ytpwpbpjwp hwunmwpnptph wnjwynpyniup:

9. dnpédwpllunLpjul wpnyniuputph hhdwu ypw Yuqduytpwnipjniup, nhyncdu uunwlwinig
hGwnn wnwybjwagnyup 20 whiwwnmwupwjhu opnjw pupwgpnid, Jugqunid b wpinmwnpnnhu k
npwdwnpnid thnpadwpluncpjwl Ggpuywgnipjniup” Ygbiny Qwjwuwnwuh Qwlupwwytnnipjwl
Jwrwywpnipjwlu 2019 pywljwuh thinpywph 28-h N 199-L npndwlu N 1 hwybkpywény
Uwhiwnbuywé dlLwzwthh nhnwpydwl hwaytnynipjniup: dnpadwpluncpjwl
Gagpwlwgnipjnitup b Yhg nhnwpydwlu hwzybnynipjntuu wpunwnpnnhu £ wipynud
Eltywnpnuwjhu thnuinh Jhgngny W (Ywd) thnunwjhu wnwpdwdp:

Qwjwummwlh QwupwywbtnnLpywl
Jupgwwtin L. dwhujwu

Qwybtiyws N 4
2R Ywnwywpnipjwl 2019 pYwlwlh
thtwnpyjwph 28-h N 199-L npn2dwlu
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HhSUryuuLs B4 1616k UrSUIrNEER3UL LPSEL2UYNLUUTL LAUSUUNY oNrauveLLNFE3UL
PAUYULUSUUL QUUUCr ULLrudEcs ouusuP1IeErk

1.h6nGph wpunwnpneejwu gnpdnn thgGughwjh wywwnatup (wnyuwjnipjwu
ntwpncJ)

JUpunwnnynn ntintiph gwuyp

3./MUS-h gnpénn hwjwuwnwgnh wywwnatbup (wnyuwjnipjwl ntwpnid)

4. Mwdwluwagnwjhbu wpunwnpnnuGph W (wpnpwwnnp hGunwgnunnipjnilu
hpwywluwgunnutph gnpéniutnipjwl Jwjnptpp, hGnwhunuwhwdJdwputpp
JuwgquwyGpwuwagnpéwnuwlywu Yuwnnigywépn
6.[Upunwnpwunwpwépubph hwunwywadtpp, Unptph W wudbwlywaquh
hnuptnp, jnLpwpuwlgnLp wpunwnpwwntbuwyh (nEnwalch) wpunuwnpnipjwu
hwyhnpé upubdwu

J2nh hwdwywnpagh upuGdwunhy gbwwwnytpp

8.khduwywu wpunwnpwywl W npwyh jwpnpwwnnp huydwu
uwnpwynnndutbnh gwuyp
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wpunwnnnLpjwl |hgGughw (wnuwjnipjwl nGwpnid)

10. Upunwnpwwnwpwéph nnujt’ pungpybing htunlyw njwjutpp

1. StnkynLpnLtt wpwnwnpnnh Jwuhl

1) Upnwnpnnh wnyjwiutipp

w. Uujwuncdp, hpwywpwlwywlu wudh ginudbine yuwypp W
annpénLubnipjwl hpwwluwgdwlu Jwjpp

p. Upnnwnpuwwnwnpwéph hunwy UywpwagnnipynLup (gunuybin
Jwjnp, 2GUpp, inGnwyuwjnidp hwpytnned)

g. UnUnnwyunwihu inywutn” ubpwnjw 24-dwdjw
htnwhunuwhwdJdwn®™ wpunwnpwuph npwyh hGn Juwywd
huunhputph nGwpnd YwagdwytpwnLpjwlu hGwn Juw
hwuwunwwnbint hwudwn

nN. Upunnwnpwunwnpwédph Unyuwywluwgdwl hwdwnp, hugwbu,
ophuwy, hdhkEu (GPS) Ywd wohuwnhwgpwywlu tnGnuiywjdwl
nnplt wy hwdwywpgh nyjwiubp (op.” Yh-3nc-£u-Eu (D-U-N-S)
hwdwnn)

2) Upnwnpuwwnwpwépnd hpwwuwgynn thgtuquiynpywd
wpnwnhwlwl gnpéniLutinLpjwl dwuhu ndjuutp

w. Yantph wpunwnpnuejwu gnpénn thgtughwjh wwwnékup®
nnpywd hpwywunt dwpduh Ynndhg (Yhg UbpYuwjwgynn
thwuwnwpnprtnh gwuyh 1-hu YGwn) ywd hnnd Gypwdhnipjwu
thgtughwubph W hwdwuwnwagntnph inyuiutnh 2unnGdwnpwuhlu
(Eudra GMP database)” wnluwjniLpjwl nbwpnid: 6pb hpwywunt
dwnpuhup |hgGughwutn ¢h mpwdwnnpnud, wGuinp £ wnlw |huh
U>nLd npw Jwuhu:

p. Yantph wpunwnpnipjwl |hgtughwjh hGun Jhwdwdwlwy
nnpynn ywuntwlywngny hwunwwunywéd wpunwnpwywu
gnponLubnLpjwU wnbGuwyutph hwyhpé Uywpwanpnienlup®
UGpwnGiny bwl nyjw hgGughwh 2pgwlwyutphg nnLpu
onnwntGpypyw hpwydwunt dwnduh pnyuwnpwd
nGnwallGpp/gnpénilGnLpjwl tnGuwyubpp
hwJdwwwunwupuwluwpwn:

g. Uptnwnpwiinwnpwdpnid wpunwnpynn nbntiph gwuyp (Yhg
UGPYwjwgynn thwunwpnptnh gwuyh 2-nn Yow), Gt Yhg
uGnywjwgynn thwuwnwpenertnh gwuyh 1-hu YGunnwd Yud
Eynpwdhnipjwlu nywiubnh pwqwjnd nphwup pwgwyuwjnid Gu:

n. ©Gpghu 5 nwpdw pupwgpnid inbnh nluGgwé MUS-h
nhuwnpyndubpp® UpGinY wduwpytbpp, nhtnwpynwdubpu
hpwywluwgnwé hpwywunt dJwpuhuubph wuyjwunwdutnl n
nnwug Gpypubipp, MUS gnpdnn hwywuwnwagph wwwnétup (Yhg
utnywywgynn thwuwnwpenptnh gwuyh 3-pn Ytwn) yud hnned
Eypwdhnipjwl nnywiutph 2nGdwpwuhu™ wnw)nipjwlu
nGwpnd

3) Upunwnpwwnwpwdpnid hpwwlwgynn wjp ng
ntnwagnpéwljwu wpunwnpuwu gnpéntubnLpjwl
UYwpwagpnLpynLup

2. Nhwyh yuwnwywpndp

1) Upwnwnpnnh npwyh unwyjwpdwlu hwdwlwnpgp

w. Uninnwnnpnnh Ynnuhg Yhpwnynn npwyh hwdwywngh hwyhna
Uywpwannieintup W hnnud yhpwnynn unwlnwnpunubnphu

p. Npwyh ywnwjwpdwlu hwdwlywnpagh hGn juwywd
wwpwuwynpnipejntubbpp® Ubpwnjw nEHwYwn wudbwywaqdp

ag. StnGywuwinynrpintu gnpénlubnLjwu wju tnGuwyutnph Jwuhl,
npnug hpwwlwgdwUu hwdwp wugt| E hwjwwnwnpdwgpdwu W
(wd) hwjwuwnwagnpdwl gnpdpupwg” UGN wduwpytnp,
ninpwnubpp W hpwwuwgunn JwpdhuuGph wujwunwdubpp

2) dtpguwwl wpmwnpwuph pwgpnnnidp

w. UGphwjh hwywuwnwagpdwu W pwgpnnUwu gnpépupwgh
hwdwn ywunwupiwlwwnny/npuwywynpywéd wlush
npwywynpdwup (YUnpnipintl, w2huwwnwlpwihlu thnpa)
uGnywjwgynn wwhwleubnh dwupwdwul Uwnpwagnpnipjnitup

p. UGphwjh hwjwuwnwagnpdwu W pwgpnndwU gnnpépupwgltnh
punhwuncp LYywpwagnpnipiNLun

a. Nnwuwdnndwé wudh nGnn bwnwuwnhuncd danebwlwu
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gnwlgdwl UGpYuwywgywd nhujth hbwn
hwdwwwunwuhiwluncpintUu wwwhnyGint gnpépupwglubnnud:

n. Yanh wpwnwnpnipjwlu gnnpépupwgnid UGyhg wybih
npwywynnpywd wudwug Ubpgpwyywdnipjwl ntwpnid Upwlg
wwnpunwynnnipintbutnh 2ngwlwyubnp

G. SGnGywwnynipntu unniqguwl nwgdwywnpnipjwlu Jwuhu.
Anpépupwgh ybpintbwlwl inbGhpulninghw (Process Analytical
Technology-PAT), pwgpnnnid hpwlwu dwdwluwyned (Real Time
Release) YwUd wywpwdtbunpwihUu pwgpnnnwd (Parametric release):

3) Uwwnwlwpwpubph b ywjdwbwgpwihu gnpépuybnp
wpnwnpnnutiph Jurwywpnodp

w. Uwunwlwpwnpdwl 2npwjh W wpunwphUu wninhnh épwanh
hwdwnnunwagnpnipniun:

p. Mwjdwuwqgpwjihu gnpépuyGputnh, wynhy nGnwagnpéwywu
pwnwnpuwwpptph wpunwnpnnutph W djntu Ypnhinhjuywu
U>wluwynipjwl Ujnptph Jwwnwywpwputnph npnwwynpdwu
hwdwywngbph hwdwnnun Uwpwanpnipniup:

a. Ppwywuwgywé dhgngwnnudubpp®™ nunnwd YEunwlwywu
owqUwl uynitugwldwl EugEdwinuuwpphwih thnfuwugdwl
Jwuhl (feh-EU-h TSE-Transmitting animal spongiform
encephalopathy) nLnGgnygutphu wpwnwnpwuph
hwJwuwwuwunwuhuwunipjwl wwwhnydwln:

n. btind wnwwnpwup, pwip (ophuwy™ sthwpbpwynpywsd
nGnwhwuwntn), wynhy nGnwanpdwywu pwnwnpuwunwnpptn Yud
odwlunuwy UjnLpbn hwjnuwptpGine yud uwuwsdh nGwpnud
hwuwnwunywd Jhgngwnnidutph hpwywuwgdwlu
pupwgwywpgbpp:

G. Upnwnpnipjwlu hGn juwdwd wpunwphu ghnnwywu,
wlwihunhy Ywd wy tnGhuuhywywl odwunwynipjwl nhdGin
pupwgwywngbpp:

q. Mwjdwluwgpwjht wpunwnpnnuGph W jwpnpuwwnnphwuGph
gwuyp” Utipwntiny npwug gunuytint Juyptipp, ngwutip Yuw
hwuwunwunbint hwdwn W JwnwwpwnpdwU 2npwjh upuGdwuGnn,
onhuwy, wubwwnhy wpunwnnpnpjwl hwdwnp wnwelwhu
thwptpwUnLptph Jwuptwqbnénudp, Glwujnptnh npwyh
uinncgndp W wijju, wtwnp Ewpunwgnwé (hutbu Yhg
uGnywjwgynn thwuwnwpnetnh gwuyh 4-nn yGunned:

E. dntph gphwugdwu wywhwugutphu
hwdwwwunwupiwluncpntUt wwwhnytine gnpénd
wwjdwluwagnpuwihu YnnutGph wwnpunwynpnipintuubnh pw2hudwl
hwdwnnuwagpnipjnitup (Gpt Yhg UGpYwjwgynn thwuwnwpnrbGnh
gwlyh 2-nn yGunnwd UEpyuwywgywé gk):

4) Nhwyh nhuybph yunwyjwpnidp

w. Upwnnwnnnnh Ynndhg Yhpwnynn npwyh nhuytnh
Jwnwywnpdwl dGpnnwpwuntpjwl hwdwnnun Ujwpwagpnipjnlup:

p. Nhwyh nhuytph uwnwdwnpdwl 2ppwbwyutpu n
nLnnywéntpejntup” UGpwnbiny hugwtbu Ynpwnpwwnhy, wbwbu k|
nbnwjhu Jwywpnwyutpnud hpwywluwgynn pninp
annpénnnipjnLtuuGnph hwdwnnun LywpwanpnipjnluuGpp:
Wuhpwdtwn £ hhpwwnwyb Jwunwywpwnpdwl
bwnnLuwywywuncpjwl guwhwundwUl nLnnywd npwyh nhuytph
YwnwywnpdwU hwdwywngh pninp hwjwntnp:

5) Upnwnpwuph nphwyh ytipwuwynidp

w. UGpnnwpwUuncpjwl hwyhpé Uwpwannipyniup:

3. Wuaduwywqup

1) Upunnwnpnipjwt ugdwybpwwagnpdwnuwywu Yuwnnigywdpp®
U2GINY npwyh ywnwywpdwl, wpunwnpnipjwUu W npwyh huydwu
wwuwnwuhiwluwwnnlubph ywpuwynpnipyntuubpp™ UGpwnjwg
nGywywn wuadbwywaqgdp . npwywdynpwd wuanp (Yhg
UGPYwjwgynn hwunwpnptph gwuyh 5-nn Yewnp):

2) Npwyh ywnwwpdwl, wpnwnpnipjwl, nhwyh huydw,
wwhwwuniLpjwl W pw2hudwl onwyutGpnud UGpgpwyywd
w2huwwnnnutinh phyp:

4. Upnwnpuwwnwpwdplubpp W uwppwynpndubpp
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pGuptph gwuyp: Wu nGwpnid, Gpp lnwnpptp Gpyputph hwdwn
wnpunwnpwuplubnph wpunwnpnue)nlul hpwwlbwgynud £
wnpunwnpwunwpwéph unyu hwugbh tnwppbn JwulwGuptbnnud
wluhpwdbwn £ gwuynd U6 jnLpwpwilgnen JwubwGupnud
wnwnwnnynn ntnh hpwgdwu Gpyhpp (GG Yhg UbnYuwjwgynn
thwuwnwpnprtnh gwuyh 1-hu Yoinnd pwgwuwyned £ npw Jwuhu
uonLdn):

p. Upnwnpwywl gninhutiph ywng gdwantinp™ Lztiny
Jwupunwplbpp (Gwpunwpwuwbunwywlu W hudtutGpwyuwu
adwantp s6U ywhwupynrd):

g. Upunnwnpwywlu gninhuph hwwnwywaqdtpp W uputdwutpp (YUhg
utinywjwgynn thwuwnwpenetnh gwuyh 6-pn Ytiwn)" hunwy bptiny
uwhdwluwyhg utUywyutph nwubpp, du2nwdubph tnwpptpnieynLup
W ynuyptwnn nwpwédpnid hpwywugynn wnpunuwnpuwywl
qnpépupwgltpp (hvwnuned, |gnud, wwhwwuned, hwpbtpwynpniy
W wiyu):

n. MwhGuwnwjhu ubbywyubph L lnwpwépubtph hwunwywadtpp®
wUuhpwdbwunnipjwl ntwpnud U2GINY pnltlwynp, yurnwugwynnp
Ywd gbpggwjuwgunn Uynetph wwhdwu W wydwUu hwdwnp
wnwuaduwgywéd hwwinnily ghinhutpp:

G. Qwunwywaqsh ypw Fupwéd ywhdwl hwwnnoy wyuwjdwuubnh
hwdwnnun Uywpwapnipjntup® wuhpwdtownnipjwu nbwpnid:

OnwJdwwnwlwpwpdwl, gpwdwnwluwpupdwl b gnnigdwu
hwJdwwpgtph hwyhpé UWwpwagpnipjnLup

w. Onwdwunwwpwnpdwu, unuwyncpjwl, sGpdwuwnhéwluh,
aupnLdutph tnwppGnpnoejwu npnpdwt W onwithnpuwbwynipjwl
hwawhiwwuncpjwl uygpniuputnp, onh yGpwppwlwnnipjw
hwjGgwywnap

Anh hwdwlwpgh hwlyhpé UWwpwagpnipjniup

w. 2nh unnwgdwl npwyh htn Yuwdwd hnnidubnp:

p. 2pudwnwwpwnpdwl upuGdwwnhy hwdwlwnpagp (YwnpGih £

ldgimhlﬁ;wbl hnnd Yhg UEpYuwywgynn thwuwnwpnptnh gwuyh 7-pn
un .

UjL uwppwynpnidutiph hwyhpé Uwpwgpnipyniup, huzwhupp Gu
gninp2nt, uindywd onh, wgnwnh W wj uwppwynpnidutipp

2) Uwppwynpnrdubpp

w. <hdbwywl wpunwnpwywl W jwpnpwwnnp huydwl
uwppwynnpnrdutph gwuyp® uptiny yphinhywywu dwubpp
(unth £ ywunwnt) hnnud Yhg UEpywjwgynn thwuwnwpnptnh
gwuyh 8-pn Ytinhu)

Uwppnudp W uwbhunwpwlwl dwyncdp

w. Upunnwnpwuph hGwn 2thynn JwytGptGuutbph dwppdwu W
uwUhunwnpwywu wydwu dGpnnuGph hwyhné
LUywpwannientup (ophuwy™ dtnpny dJwpnnd, wyunndwwn
Jwppnud inGnnud W wyu)

MUS-h Ypnhnphjuwlwlu hwdwlwpgswhu hwdwlwnpgbpp

w. MUS-h Ynhnhywywu hwdwywngswjhu hwdwywnpgbnh
hwyhpd Uwpwagpnipintup (pwgwnnipjwdp uwppwynpnidutphu
punpn? Spwagpwihb hwdwlwpgbph ®h-E|-Uh/PLCs-Programmable
Logic Controllers)

5. dwunwpnpwynpnidp

1) dwuwnwpnpwynpdwl hwdwlywnpgh hwyhpé LywpwanpnipynLup
(ophluwy” dtinwghp, ElEYnpNLW)HU)

2) Gpp hwunwpnpeptpp W wpbdwuwagnpnipintlubpp ywhynod W
wnphpuhywgynid GU wpunwnpuwwnwpwédphg nnipu (UGpwnjwi
wlyunwlgnipjwlu unwnhunwnpydwl (Pharmacovigilance)
ngwiutpp, www ubpywjwagynid £ thwuwnwpnptnh
wpawlwagnnipjntuutGph nGuwyutph gwuyp, Lpynd wywhdwu
Jwjnph hwugtu W wju dwdwuwlywhwwunydwédnp, nnu wuhpwdtwn £
thwuwnwpninplU wnpfuhyhg wpunwnpuwunwpwép tnGnwithnhubin
hwdwn:

6. UpunwnpnLpjnLup

1) Upnwnpwuplutiph mtuwyubtpp (Ywnpbh EYuwwnwpt hnnod Yhg
UGPYwjwgynn hwunwpnptph gwuyh 1-hu ywd 2-pn Ytintphu)

w. Uninnwnnwuplbbnh nnGuwlutnn UGnwnnwd GU°




1. wpunwnpwunwnpwsépnd wpnwnpynn nGnwalltph gwuyp®
UGnpwnjw| Jwnpnywug W yGunwuhubph hwdwnp Yyhpwnynn
ntntinh.

2. Ylhupywywlu thnpowpynedutph hwdwp bwhiwwnGuywod
hGunwgnunwywlu Lywwnwyny wpunwnpuwwnwnwéopnd
wnpunwnnynn nGnwaltpp, nnnug wpunwnpnipynlup,
wnpunwnpwywl gninhubph dwuhU nngyuijutpp W wusduwyuwaqdnp
nwnptpyned GU wnleinpwjhu bwywunwyny wpunwnnpynn

wnunwnnwlupnlubnhao

p. encuwynp ywd Juuwlguynp nEnwuncptpp (pwpanp
nGnwpwluwlywl wywnhynipjwdp odnywéd W (Ywd)
abnpgqwyniuncpintt wnwyewgunn Ujnebn):

q. Unwuabwgywd inwpwdputpnud uwd dwdwuwlwjhu
pwdwudwl hhdntupuGpny wpunwnpynn wpunwnpuwnGuwyutnn,
GG Uhpwntih £

n. ®h-£j-h (PAT) oguinwgnpdnudp, Gt Yhpwnbih E.
hwdwwwunwupiwl inGhuuninghwih W hwpwyhg
hwdwywnaggswhu hwdwywngbnh JwuhU punhwuncp
nbnGywuwnynipinLu

2) dwhnwghwl

w. Ywhnwgdwl pwnuwpwywunipjwl hwdwnnun
UywnpwanncpejnLun:

p. YGpwdowydwl Ywd yGpwagnpdwnyuwl pwnwpwywlnipjniup:

3) YnLptiph junwywpnudp L ywhbGutwynpnodp

GlwujnLptph, hwpbtpwUnLetph pwiph W yapguwyuwu
wnpunwnpwuph ywhGuunwynpdwU hwyhpa
LUywpuwanpniejntlutpp” Ubpwntiny UUnwnnudp, wpwuwnhup,
pwgpnnnidp W ywhwwunwdp

Utnpddwé Unptbph W wpunwnpwupubnh Yuwnwywnnudp

7. Nhwyh huynrdp

w. Upunnwnpwwunwpwépnud hpwywuwgynn npwyh huydwu
gnpénLubnLpywlu Uywpwagpneejntup® Uepwnjw $hghywyw,
lehuphwywl, Jwuptwpwlwywl W YEuuwpwlwywu pbupbpp:

8. PwRhuntdp, pnnnputipp, wpnwnpwuph ppnipjnclutpp W
hGwnjwlztpp

1) Pwhuncdp (wpunwnpnnh ywwnwupiwbwwnynepjwl Ukppn
hpwywuwgynn pwudwl gnpdpupwgutipn)

w. Uju puytpnipynluutinh tnhwtipp (Uadwédwhu hpwgdwl
thgGughwyh hpwywunbp W wyu) b nbnwywjnudp (GYypnuywywl
Jhnipyniu, UdGphywih Uhwgjw| Lwhwuqutp W wjju), npnug
Jwunwlwpwnynid £ wpunwnpwlp wjn wpnwnpwwnwnpwdphg

p. Upnnwnpwlp unnwgnn jnLpupwlgnLp uywnnn
Jwaqdwytnpwniejwl wpunwnpnnhg nbn unwuwnw
gnpénLubinLpjwl ophuwywunipintup hwjwuwnbint hwdwnp
Uhpwnynn hwdwlwnpgtph UywpwanpnipjntuuGpp

q. SGnwhnudwlu ywwnwbd wywidwlubph (eGpdwuwnhéwuh
nhunwnpydwu/JGpwhuydwlu W wyu) wwywhnydwu
Gpw2huwynpdwl hwdwnp yhpwnynn hwdwwngtph hwdwnnun
Uyuwnuwanpnipnitup

n. Upunwnpwuph pw2hudwlu htGun yuwwéd
wwnpunwynnnrpntbutnp W hpwgdwu wdpnng 2npwjnid
hGunlGhnipjwl wwwhnydwU UGpnnutpp

G. Upunnwnpwluph ng ophbwywU 2npwlwnnipjwl 2npw
UGnppwhwlgbp ywuhuGinL nunnnipjwdp aGnuwnpyywd
Jhgngwnnidutnp

2) Pnnnpubtipp, wpunwnpwluph ptpnipyniiubpp W hGnjwlgp

Pnnnpubiph, wpunwnpwuph pGpniynlUuGph W hbnywugtph hbwn
Juwuwwéd w2huwwnwupwiht hwdwlywnagbph hwyhpd
UywpwannLpjnLup

9. LGpphu uwnnLgnidp

w.LEpphU unngdwl hwdwywnpgh hwyhnpé Uwpwagpniejntup®
pGounwinntiny bwhunpn wwuwjhu nhunnwpynuduGph dwdwuwy
gnunhutph puunpnLpjwl sgwthnpn2hgsutnph, ghpéuwywl
wwjJdwlwynpjwénipyntuutbpnh W nunnhg gnpénnnupyntuutnh
hpwlywluwgnidp

umnmnulith 2mmmummmmkinni nnnh
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