He16rk 64 Ye2UL3NFERENP UFASUMTNFMER3WL
MUSCUA UFSUTHTUYUL aNronkFLenFe3UL
HuLNLLENPL QUUUNUWSWURULNFE3WL
HhSUrYuUUL, MUSSUX UrSUHruyuL
TNronrLenrE3UL QU4WUSUSGrh SFUUWITUUTL,
He16rk UrSUrnFE3WL LRSEL2WYNTUUWL
LAUSUUNY oNrauvLeLLNnFe3uL PrdyuLusuuL
yuraec, ULLrugeacs ouusumeiEerr SULUL
QWUSUSELNF B4 QU3WUSULP QULAUNESNFME3WL
UUNUIUrNFE3WL 2013 FYUWYULPF UENSEURErP
26-F N 1089-L NrNCNFUL NFdC YNrs8ruo
AULUELNF UWURL

LU3UWUSULP QULAUNESNFE3UL YUNUdUrnFe3NFL
nrncnru

2017 pJwlwuh N -L

He16rk 64 Ye1UL3NFRELP UMSUMHNFE3UWL MUSTUX UrSUMrUEYuL
aNroenrLenNkFER3UL YULNLLENPL QUUUNUWSWUULNFE3UL HhSUryuuy,
MUSCUA UFrSUIUHUL aNronrLenkFER3UL AU4UUSUSrh SFTUUWIUUL,

HE1Erkh UrSUNMrNFER3WL LRSEL2WYNCUUL LUSUYNY oNrauLeLLnke3ul
PrUYUTLUSUUL YUrqc, ULLrudtcs ouusumeEeErr SULUL UWUSUSELNEF
Ed QU3WUSULP QULAUNESNFE3UL YUNUWYUrNFE3WL 2013 RYUYULE
UEGNSEURErk 26-F N 1089-L NFNCNFUC NFIC UNr8rus aULUuGLnr UuurL

Zhdp punniutinyd «entGnph dwuhu» <wjwuwnwuh Qwupwwbunniejwlu ontuph
18-nn hnnwéh 10-pn Jwup™ Qwjwunwuh Cwlupwwbunnipjwl
Ywnwdywnpnrpyntup nnnpned E.

1. Qwuunwuwnb|

e Mtntph W nGnwunLptph wpunwnpnLpjwu ywwnwd wpunwnpuywu



gnponLutinLpjwl uwunuuGpht hwdwwwunwupuwuntpjwu nhuinwnpyduwl
Ywpap hwdwawju wdbywd 1-h.

e Mwwnwbd wpunwnpwyuwu gnpéniubnLpjwl hwwuwnwagnph tnpwdwnpduwu
Ywpap hwdwawju wdbywod 2-h.

e 1GnGph wpunwnpnipjwl hgGuquynpdwu bwywunwyny thnpdwplulnipjuwl
hpwywuwgdwUu Ywpgp hwdwawju Qwybywéd 3-h.

e Mwwnwbd wpunwnpwyuwu gnpéniLutnLpjwu wunuubphlu
hwdwuwwwunwupiwunipjwu nhunwpydwlu W ntGntph wpunwnpnipjwu
(hgGuqunpdwu bwywuinwyny thnpdwpulnipjwl hwdwp wuhpwdbywn
hwunwpenertnph gwuyp hwdwawju cwytywé 4-h:

2. Nudp Ynpgnpwd dwbiwgh] Qwjwunwuh QwupwwbGwnniejwl
Ywnwdwnpnrpjwlu 2013 pywlwuh ubwyunbdpbph 26-h «Quwjwuwnnwlh
wlupwuwbtunnipjntunwd nbntph W nGnwujnLetnph wpunwnpniejwu
wwunwbd wpunwnpwywu gnpéncutnpjwl ywunuubphu
hwdwwwwunwuhuiwlnipjwl nhinwnpydwlu W ywwnpwé wpunwnpuyuwu
gnponLutinLpjwlu hwjwuwnwagph lnpwdwnpdwl Ywpgbpp hwunwwnGinc
JuwuhU» N 1089-U npn2nudp:

3. Unylu npn2nudu nudh dte £ Jinunwd wywunnuwywu hpuwwwpwyduwu
opwUu hwegnpnnn wnwuubipnpn onpp:

CwdGiywd 1

<< Jwnwywnpnipjwu 2017 pywywlh

-L nnpnpdwiu



yuura

1616k 64 HBIUL3NFEENP UNSUMTNFG3UL MUSTUX UrSuruuuy
anrsnruent@3UL wuvnuuerhu <UUUNUSUUuULNEE3UL HhSUryuuL

1. I. cveuuner rnr3ruer

1. Unyu wpgny Ywpgwynpynwd Gu nntnh W nGnwujncptnh
wnpunwnpnLpjwuwwmnwsd wpunwnpwywu gnpéncutnupjwlu ywunuubphu
hwdwwwunwupiwunipjwl nhunnwpydwu (wjunthGun™ MUS nhunwpyned)
hGwn ywwywd hwpwptpnipjntuuGpn:

2. Qwjwuwnwuh Qwupwwtwnnipjwlu optuunpnipjwdp hwunwunywod
wwiinwé wpunwnpwywu gnpénilubnipjwU (wjunthtGun® MUG)
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puyGpnipjntup (wjunthGn™ dnpawghwnwywu yeuwnnpnu):

5. «Mantph JwuhUu» Qwjwuunwuh Cwupwwbtunnipjwl optuph 18-nn
hnnwdéh 5-nn Jwuh hwdwawju MUS nhunnwpydwlu inGuwyutnu Gu.

1) punhwUunLp nhinwnpynwd™ MUS wunuubph punhwunLp uygpnituputphu
hwdwuwwwunwupuwlnipjwl quwhwwnnod, nnu hpwywuwgynwd £ nntnh
wnpunwnpnLpjwu |hgGuquynpdwu W MUS hwdwuwnwagnph tnpwdwnpduwu
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LUwhuwwbtu gh nbnGywgynd nhinwnpyduwl dwuhl:
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wnpunwnpnLpjwu |hgtughw unwlwinitg htGunn wnwehu 3 tnwpyw
pupwgpnid Jwulwaghwnwwu pupwghy nhunnwnpynwdutpu
hpwywuwgynud GU wdGU tnwph, wjunthGnl™ 2 mwphu UGy wuguwd:

9. MUS nhunwnpyndutpu hpwywuwgynwd GU dnpowghunwywl yGunpnuh
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utpywjwaguting unyu npndwu hwytbywé 4-nd uwhdwuduwéd
thwuwnwpnprtnh nGuwlutpwoywd ywwnatuubpp (MPYHED (PDF)
alLwywthnyd $wyltph nnbupny)” hwytptu W (Ywd) nnwubptu W (Yud)
wlglGnptU |Ggnubpny” admin@pharm.am hwugtny W (Ywd) thnuwnhwjhu
wnwpduwdp:

3. MUY nhunnwnpynudp uyuyned £ Qwjwunwuh Qwupwwbunnipjnluncd
swnagbwé gwuywgwéd Gnwuwyny nhinwpydwl Juwpaéh yéwnpdwl
thwuwnp hwywuwnnn hwuwnwpeneh wnuwjnipjwl ntwpnd:
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13. LwhuwwwuwunpwuwndwU thnynwd wwnwpyned Eubpyujwgywd
thwuwnwpnpertnph thnpawpuuncpintt” wnwytjwagnyup 15
w2huwunwupwihu opyw pupwgpntd:
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InwgnLghg inyjwutin ywd gpwudwnpwinnn thwunwpnptn, nhnup
uGpywjwagutnL cwdwuwywhwwundwédp thnpadwpuuncLpjwlu hwdwn
uwhdwuywd dwdytunnud gh UGpwnynid:
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nhunwpydwl 2ppwlwyutpp nL dwdyGunubnp, npp 5 whuwwnwupwjhu
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UwhubwywUu hwunhwnd nGwywn W wnwugpwjhu wuauwywaquh
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p. nLuncduwuhpnud W pubwnpynud £ wpunwinpnipjwu
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g. upnwd E nhinwpydwu wpryntuwybun hpwwluwgdwu hwdwp wuhpwdtown
pninn gnpénultpp, nnnup wGwnp £ wwywhndh wpunwnpnnp MUS nhunwnpyduwl
pupwgpnLuy:

2) hpwwpwluwywl wuash ghpdwnhp dwpduh nGwdwpp wd wuhwwn
dtnuwnpywuwnbpp®

w. uGpyuwywgunwd £ npwyh wwywhnydwlu pwnwpwywuncpyntup, npwyh
Ywnwywnpdwlu hwdwywnap, hugwbu bwle bwhunpn nhnwpynwdhg hGunn
wnpunwnpwunwnwoputbph uwppwynpnudutph, wpunwnpwuph, wuabwywaquh
hGwn ywwywd thnthnpuncpyntubtpp W bwhpunpn nhunwpydwu dwdwuwy
wnéwlbwagnpywé 26nnudutnh W pbpnupyntuutph 2unnynudutbpp” pwgwnnipjwdp
wnwehu wugwd ywwnwnpynn nhnnwpydwl.

p. Lpwluwyned £ MUS thnpowgbuinhu nunGygnn, npp tnGnywy E wpunwnpnipjwu
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JGpoLwywlu wpunwnpwuph ywhGuwn: Spowjgh dwdwuwly
hpwywuwgyned GU Jwpnip nwnpwoéplubnph, wpunwnpwwnwpuwdédpltnh
nwuwynpywédniLpjwl dwpunwpwaghnwywu (nuénwdutiph, tnwpwdédpubiph
utpphUu hwpnwpdwu, nnwyh huydwl gninhubiph, uwnpptph W
uwppwynpnudubph, onwdwwunwlwpwpdwl, spwdwnwlwpwpdwl,
ptnnLgdwl hwdwywnagbnph, wpunwnpwwwpwoépubnned
gnpénnnLpjnLtlutnh hwunwpnpwynpdwl, wuadbwlywaquh ghunbGihputnh,
hduinnLpjnculGph W MUS wy| pwnwnphguGphu hwdwuwwwnwupuwlunipjwu
JwUpwdwul nLuncdbwuhnpniopyntuutp: Shewjghg hGunnn hpwwuwgynid
GU uwyGghdhywghwubph, wpunwnpwyuwu pwuwallttph, wpunwnpwywu
gnpopupwgltnph W hwpbpwynnpdwl hpnwhwugubnh, w2huwnwlupw)hu
uywpwantph, Juihnwgdwu wpadwuwagnpnipjntbutnh, Lnwnppbn
hpwhwugutph, uGphwjh pwgpnndwu pupwgwywngbnph W
wnawluwagnpnipyntubtnh, wuwydwuwqgpwjhb wpunwnpnepyntu W npwyh
huynd hpwywuwgubnt, pnnnputph nL hGinywugtnh, hupuwwunbugnLpjwl
hwdwlwnpgh, ywnctuncpjwlu unnigdwu dpwgnhu yGpwptpnn W MUQ-hu
wnUgynn wy| thwuwnnwpnpertnh Jwupwdwul ncuncduwuhpnipyniuutn.
pninp 2Gnnudutph dwupu 2npowjgh W ncuncdbwuhnpnipjwl dwdwluwy
wwuinwupuwuwwnnluGph uGpYwnLpjwdp pwnpapwaowjuyned £, hwyhpé
pulwnyyned, nnhg htinn Jhwju wpdwbwanyned hpple ptpnipjniu.
wpnn £ hpwywlwgyb| Udnpuwnnud dhpwulyjw| W

JGppUwywlu wnpunwnpwuphg, huswbu bwl GluwunLptnhg W nbnp
wnpunwnpwywu gnpépupwgh ypw huwpwynnp wanbgnipyntu ntutgnn wy|
unptinhg (huzwhuhp GU wnpunwnpwwnwpwsdph onp Ywd gnipp W wyil):
MUS thnpawagtunh ynndhg hpwywuwgynn Udnwndwlup gnigplpwg
wpunwnpnnp Unybuwbu Ywpnn E hpwywuwgub] Yypyuophuwy udnwnnd
Jhéwhwpnyg hwpgh 2ppwuwyutpnid ubthwlyuwu hGuwgnunnip)nLup
Ywadwybpwbint bywwnwyny:

Upunwnpwwunwnpwoph nhuvnwpydwu Gppnpn thnyned ininh £ nLluGuncd
Gapwihwyhg hwunhwned, nnphu Wwpwnwnhp Jwubwygned £
wnwugpwjhb wuduwywagdp pulwpyGiny pninp hwjnuwpbtpywé
prtnnLpynLULGNp, 2GnnLdutpp, pwgpnnnudutpp, W hwdwaéwjubgynid Gu
nnpwug 2unydwl bwhuibwywlu dwdytunutnp.

Upunwnpwwunwpwoéph MUSG nhnwpydwl wpnntbwyGunnepjwl
wuwwhnydwl bwywunwynd MUS thnpawgbuinp ywnpnn £ nhunnwpydwu
pupwgpnid Yuwunwnb] (ncuwbwpwhwunwdubp W inGuwagnpnipjnLuubn:
MUS ywunuubphg W npwugny uwhdwluywd gnpépupwglutiphg
2Gnnudutpp W pGpnipeynLuutpp, pun dwywnpnwyutph pwdwuynd Gu 3
fudph.

1) Yynhinhjwywu pbnpnipjncubtp (upuwiubp)” nphwyh W wudwnwugnipjwlu ypw
wannn 26nnudutn, nnnug hGunnlewupny wpunwnpwuph Yyhpwnndp Ywpnn £
Lpwluwywih nhuy hwunhuwlUw| hwupnipjwu W YGunwuhutph wnnnenLpjwu
hwdwp Ywd Ywpnn Gu albwydnnt yunwuquwynnp duwgnpnutn dptpwwnnt
yGunwuhutph opquuhquncd.

2) bun2np pbnpnueynluutp” npwyh W wuyunwugnipjwl ypw wqnnn ng



Unhunhyuwyuwu 26nnudutn.

3) thnpn ptpnpynluutn” npwyh W wuyunwugnipjwl ypw wudhpwlwunptu
swgnnn 2tnnedubin:

24,

25.

26.

27.

28.

29.

30.

funann W thnpp ptnpnipyntuutGph hwdwygnepjwlu wpryntupnud Yuwpnn Gu
allwynpyb hwdwwwwnwupiwlbwpwn wytih pwpan nhuyuwjhu funanp W
Uphunhywywl ptpnLpnLultn:

Upunwnpwunwnpwoéph MUSG nhnwpydwl wpnntbwybunnepjwl
wuwwhnydwl bwywunwynyd MUS thnpawgbuinp ywnpnn £ Uhugle nhuinwpyned
uyubp ywunwnpt] bwhibwywu 2npewyg:

Thunwnpynedhg hGuinn MUY thnpowgbGunuwpunwnpnnhu 3
w2huwwnwupwihu opndw pupwgpnid EjGYHnpNUWwhU thnunnny Ywd
thnunnwjhu wnwpdwdp nLnwpynwd £ gnpnipyniu, npnud hwyhné
Uywpwagpnud £ nhunnwpydwu pupwgpnid hwjnuwptnpywé
ptnnLpynLultnp:

Upunwnpnnu wnwyGjwanyup 20 whpuwwnwlupwihu opw pupwgpnid
dnpowghnwywu YGuinpnuh hwdwawjutgdwll E uGpywjwguncd
huwjinbwptnpywé ptnpnipjntbutnh yGpwgdwuu nL uwuhuwpgbdwulu
nLnnywé vhpngwnnrdutph Spwaghpp hpwwuwgdwu
dwdwuwlywgnygny:

MUS thnpawgbwun(utp)p cwdwuwywgnygny uwhdwuyjwd dwdyGunutnu
wywpunybintg hGunn, hwynuwptpwé pbtpnupjwlu punyphg uwhujwé
hpwywluwgunwd GU nhuwpynd™ dpwgph Ywunwpnudp guwhwwnbin
Lwwuinwyny:

MUS hwdwwwwnwupuwuncpjwlu quwhwwundwu wnprynctuputph hhdwu ypwi
nhunwnpydwl wjwpunhg hGinn wnwybiwgnyup 20 whuwwnwupw)hlu
onjw pupwgpnid ugdynud lbwupunnwnpnnhu £ unnpwdwnpyned
hwaytwnynipntu™ hwdwawju unyu Yywpgh QW 1-h, npp uGpwnnud £
gquwhwwundwlu 2npwlbwyutpn, wpunwnpnipjwu Uywpwagpnipjnlun,
pwgwhwjinywé ptpnipjntlutGpp W GgpwywgnipjnLuutnp:
uwytunynipjwt wdthnthdwu Jdte wytwnp £ updwd (hutu ypnhinhywywu
upuwiutpp, Grt npwup wnyw Gu, huzwbu Lwl. WpLnwnphwwunwnwdph
hwdwuwwuwunwupuwlnipyntup MUS yuwunuubphu: Yhnwpydwl
hwyGundnipintup wpnwnpnnhu £ thnfuwugynd ElGYunpnuwjhu thnuwinp
Jdhongny W(ywd) thnuinwjhu wnwpdwdp:

Thunwnpydwlu pupwgpnud hwjnuwptnpywé ptGnpnipjnluutbnph
wwjdwuutnpnud wpunwnpywé W onctjuywhwuywéd nbnGph wnwyniLpjwl,
huswtu Uwl. wpunwnpwuph yenddwu Yuwuywdh nGwptGpnud
dnpowghnwywu YGuinpnuu wudhywwbtu hwjinuncd £
LUwhiwpwpnipjwlup” Qwjwunwuh Qwupwwbunniejwl optuunpnipjwdp
uwhdwudwdé hwdwwwuinwuhuwlu dhgngutp (wpunwnpwuph
2npwliwnnLpjwl nwnwntgnud, hGinywug, nGnGph wpunwnpnLpjwu
(hgGughwjh gnpénnnipjwl Ywubgnud, lnGntGlywunynipjwlu tnpwdwnpnd
hpwwuwwh JwpdhuutGphu) aGnuwnytint bLwywwnwyny:
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7) Mwjdwuwagpwjhb wpunwnpwup
W (wpnpwwnnpwhu huynwd

8) Pnnnpubtp W hGinywug

9) LGpphU unnnLgnd

10) Fuwphudwl W

wnwpdwl nhwlyh wwwhnynid
11) Upunwnpwwnwnwbdph nnujb
13.@tpnLpjntuubtph UWywpwaghpp
W nwuwlwnpgnudp
14.6qnhwljugnLpjnLu
15.lunphpnwwnynLpyncu

16.4j hwwnnoy Upncdubip

17. UjL gnpédnnnrpjnLultip
LUnpwnnid thnpawpluntpjwu
dwdwuwy, punpwuph dwywp
Wuncuubpp, wqgwunctuubpp

Uwnnpwgpnrpjnitbuutipp

YwquwybpwnLpjnLup

Opp, wdhup, mwnpbphyp

LU3UWUSULP QULrYNESNre3NFLNFU 1616k B4

Lwybwod 2

<< Jwnwywnpnipjwu 2017 pywywlhp

yurae
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10.

. Unyu Yywpgny ywpgwynnpyned Gu Qwjwunwuh QwupwwGwnnipintuncd

ntntnph W nEnwujnLetphwpunwnpnLjwlu™  ywwnpwéd wpunwnpwlywu
gnponLutinLpjwl wunuuGpht hwdwwwwunwupuwuncpjwl hwjwuwnwanh
(wpunthuin™ MUS hwdwuwnwahp) lnpwdwnpdwl hGun yuwywé
hwpwptnnipynLubtpp:

. MUY hwdwuwnwaghpp wpunwnpnnhu npuwdwnnpned £ wjwuwnwuh

wupwwbunnpjwl wnnnpwwwhnipjwl bwhiwpwpnipjnlup (wjuncthGn®
Uwhuwnpwnncpinil) unyu npndwu Qwdbywé 1-nd uwhdwudwéd Ywnpagh
hwdwaéwju «Uywntdhynu Edh| QupphGywuh wudwlu nGntGph W
pd2ywywl nnGpuuninghwubph thnpawghunwywu YGunpnu» thwy
pwdbbunhpwywu puytpniejwl (wjunthGn™ dnpdwghwnwywu yeuwnpnl)
ynndhgwnpunwnpnnhu npdwé MUY nhuinwpydwu hwoyGnydnepjwl hhdwl
dpw™ weunwlwu inncpph yéwpdwU thwuwnp hwywuwnnn thwuwnwpneh
wnywjnLpjwlu nbwpnid:

. MUY hwdwuunwahpp wpnwnpnnhu inpwdwnpyned £

nGnGnh wpwwnpnipjwu hgGughwjh UGpnhpnwd LRYwd wpunwnpwyuwl
gnpépupwgltnh hwdwn:

. Upinwnpnnhu wnwehu wugwd MUSG hwywuwnwaghpp inpwdwnpyned £

dnpdwghnwywu YGuinpnuh ynnuhg hpwywuwgywé punhwuntp
nhinwpyuwu, huy hwegnpn wugwdutpp' pupwghy nhunwnynidutnh
hwytGunynrpjntuutph hhdwu ypw:

. MU hwjwuwnwaghp unwluwnt bLwywwnwyny wpunwnpnnp

Uwhiwpwnpnepyntu £ uGpYuwjwguncd unyu Yywnpgh Qe 1-nd hwunwwnywd
alch hwjwnn™ ygbind MUY nhunwpydwu hwaybnynipjwu tnnGuwubpwdywd
wwuwdtup (MPYhED (PDF) dlLwigwithny $wjlGph inGupny)
Uwhuwpwnpnrpjwl yw2unnuwlywu ElGyunpnuwjhb thnuinh' info@moh.am
hwugtny

. 2wjnp hwdwnynud £ punniujwéd” bwhuwpwnpnipynlund dntinpwgpybint

opnqwuhg: Qwjnp dntinpwagnbint thwunp hwjwuwnyned £ hGunwnwnéa
owlnLgdwdp:

. LwhuwpwnpnipynLtuncd 5 w2puwnwupuwihu opw pupwgpnid hpwdwu E

wpaéwyyned (wyunchbun” bwpuwpwph hpwdwU) hwywuwnwaghn
npwdwnptint ywd npw tinpwdwnpnudp JGpdGine yGpwptnjwi:

. Lwhuwpwnph hpwdwuh hwdwawju hpwdwuu punnituytint opnwu

hweonnpnnn 5 w2huwwnwupwihu opndw pupwgpnid dnpadwghwnwywu
yGuunnpnup bwhuwpwnpnipynitu £ uGpyuwjwguncd MUY hwywuwnwagnh
Uwhuwaghép, npnhg hGunn 2 whuwwnwupwihu opndw pupwgpnid
Uwhuwnpwnncpjwl ynndhgwnpunuwnpnnhu inpwdwnpyned £ hwunwinywd
MUY hwywuwnnwaghpp, ywd MUSG hwwuwnwagnh inpwdwnnpnudp JdGnpdbinc
JuwuhU bwpiwpwph hpwdwunp:

. MUY hwjwuunwaghpp wnwyehu Gptp wugwd inpyned £ UGy tnwiph

dwdlyGunnud: Upunnwnpnnh ynnuhg tnbp nnwph wupundty MUG
hwJdwwwuwunwuhiwlnipintl wwwhnybint nGwpnud hwjwuwnwaghpp
nnpyned £ Gpyne lnwph dwdytbunny: 6 lnwph wupundty MUS
hwJdwwwuwunwuhuiwlnipintl wwwhnybint nGwpnud hwjwuwnwaghpp
Ywpnn £ tnnpwdwnnyb| GpGp tnwph dwdyGuinnd hwayh wnutiny nhuytph
Jpw hhdujwé 4Gpincénipjwu wpryntuplutpp: Qwjuwunwanh dwdybunp
huw2dwpyyned £ nhuinwpydwl wnwehu opywuhg:

MUS hwwuwnwaghpp tnnpynud £ UGY ophuwyhg™ hwjtptuny W
wlqgltptund, unyu wpgny hwunwwnywéd QW 2-hu hwdwwwunwupuwu®
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11.

12.

13.

14.

15.

16.

17.

hwywuunwagnnud UGpwntGiny Jhwju wyn wpunwnpnnh hwdwn yhpwnbh
nyjwiutpp:

dnpdwghnwywu YGuinpnup Juwpnwd £ MUS hwdwuwnwaghp
ulnwgwséwnpunwnpnnutph JwuhU ingyuiutph 2tnGdwpwu, inGnwnpnd
wju wuw2unnuwwu hwdwgwugwihu Ywjp tpnd (www.pharm.am), nnnwd
upynd GU wpunwnpnnh wudwunwdp, wpunwnpwunwnwoph gunuyGinc
Juwjpp, wpunwnpnipjwu ntGuwyp, wpnwnpwywu gnpépupwgh
nGuwyp, hwjwuwnwaghpp tnwnt opp, gnpénnnipjwl dwdybunp, hwwnnuy
wnGnGynLpntuutp, hwwuwnwagnph wwwnédtup b MUS nhinwpyduwl
huwdwnnwu hwytunynipniup:

MUY hwywuunnwaghp unwgwéd wnpunwnpnnp nGntnph wpunwnpnLpjwu
(hgGughwjh uGpnhpnud thnthnhuncpyncuuGp Ywd jpwgnudutn Juunwpbinc
nGuwpnwd Unp hwywuwnwaghp unwlwnt Lwywwunwyny hwywn £
uGpywjwguncd bwhuwpuwpnepntu™ thnthnpuncpyntup Ywunwnbintg hGunn
JGy wdujw pupwgpnid” Ygbiny wyn thnthnpunipjntuubpp Ywd
(nwgndutpp hwyjwuwunnn hwdwwwwnwuhpuwlu thwuwnwpnrtnp:
LhgGughwjh JuwyGpwwwjdwuubph® Qwjwuwnnwuh Lwlpwuwbunnipjwl
onptuunnpnipjwdp uwhdwudwéd Ywnany thnthnhunipjwu nGwpnud
wpwunwnpnnp nhdnwd £ bwhuwpwpnepntut™ MUS hwjwuwnwighpp
JGpwallwyGpwGint hwdwn, ygtiny ®npowghnwywu YGunnpnuh
nhunwnpydwu hwaGunynipjniun:

MUS hwjwuwnwaghpp Japwaltwytpuwyned £ unylu Ywpgh 7-pn W 8-pn
yGwntpnud Uywpwagpywé pupwgwywnagny: JdbpwalbiwytGpwdwu
dwdwuwy MU hwywuwnwanh hGppwywu hwdwpp dunwd Eunyup®
Ynunnpwyh Lpwuny |pwgynd £ thnthnfunipjwu htGppwywu hwdwnpp:
MUS hwjwuwnwaghpp Ynpgubine ywd Juwubint nGwypncdwpunnwnpnnu
wnuyjwqu 1000 nwwpwluwy nLtubgnn nwywaghp dwdnuncd
huwjinwnpwnpnipntl tnwintg hGunnn nhdnwd £ uGpyuywguncd
Lwhiwpwpnientu™ MUS hwdwuwnwanh Yypyuophbwyp unnwuwn
hwduwn:

Upunwnpnnh nhdnudp unwuwintg hGuinn wnwyGiwanyup 5
w2huwuinwupwjhu opnyw pupwgpnid bwhuwpwpnepyntup inpudwnpned £
hwywuwnwagnph Ypnyuophuwyp™ ytphu we wuyjntuncd yuwwnwnpbiny
«Unpyuonhbwy» LUpwagnnedp:

MUY hwywuwnnwaghp tnwnt UGpdnudp wpnn £ pnnnpwnyyt| Lwjwuwnwup
wlupwwbtunnipjwl optupny uwhdwuywd Ywnagny:

<2 wnnngwwwhnrpjwlu Uwhiwpwn



wwpnlu -hu
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1. Upunnwinpnnh WwUwUNLUQ ==========mmmmmmmmmmmmmmmcm e e
2. @nponLubinLjwu hpwlwuwgdwUu Jwjpp, hGnwpunuwhwdwnpp,
ElGynpnuwhu thnuwnp W hunbGpubunwhu ww2unnuwlwl Yuwypp -------------

4. Yentph W nGnwunLGphwpunwnpnLjwu ywwnwé wpunwnpuyuwl
gnponLutinLpjwl uwunuuGpht hwdwwwunwupuwuntpjwu nhuinwnpyduwl
huwytunydnip)niup

5. Qwjgynnuipunwnpwywu gnpdpupwgltpp (puwnnt Yhg gwuyhg)

LEpywjwgywéd intnGynipjntuubph huynipjntup hwuwnwunned Gd”
EnGph wpunwnpnpjwu |hgtughw ntubgnn hpwdwpwUuwlywl wuadh gnpéwnhp

dwnJuuh nGywdwpp Ywd wuhwwn aGnuwpywwnmhpng unnpwgpnipjntup, wundup
waqgwuntup, wduwphyp

SUulLy



<U384N1 Ursuruyut anroecuUsSLEre
UwnnnL ogunnwagnpddwl ntnGph wpunwnpnipynil

UUwulwpndwywlu nbGntGph wpunwnpnpenLu

ZGunwagnunuwyuwl bywwnwyutbnpny nGnGph wpunwnpnpjnLu

L.UrSUruyuL anrecueusLer

1.1

1.2.

Uintphp wpunnwnpwup
1.1.1.Uubwywnhy wuydwubpnLd
(ntnwalLph gwuy)

1.1.1.1. UGd dwdwny htnnLyutp
1.1.1.2. Lhndhlhquunubip

1.1.1.3. dwhnLy nGnwalLtn

1.1.1.4. ®npp Swywiny htGnnLyubip
1.1.1.5. Ywndp nGnwalctp W hdwjjwi
1.1.1.6. Uubwyunhy ywjdwuubpnid u
wj| wpwnwnpwup
1.1.2.dtppuwywu unbphthqugy
(nnwalGph gwuy)

1.1.2.1. U6 Swydwny htGnnLyubp
1.1.2.2. dwihnLy nbnwalLtn

1.1.2.3. ®npp Swydwiny hGnnLyubp
1.1.2.4. Ywunép nGnwalLtp W hdwywi
1.1.2.5. dGppUwywlu untGphhqugyu
W)l wpuiwnpwup
1.1.3 Utphuwyh pwgpnndwlu hwy
Ng unbtphp wpunwnpwup

1.2.1.
N untph; wpunwnpwup (ntnwé

1.2.1.1. Ywnbép nGnwuwwuunhdubn
1.2.1.2. dwhnLy nEnwwwuinhdubn

1.2.1.3. SwdG|nL nnwalLtp



1.3.

1.2.1.4. LEP66JwS Jwuinphgwlbp

1.2.1.5. QGnnLyutp wpunwphu ogunu
hwdwn

1.2.1.6. tnnLyutp UbGpphu ogunwign
1.2.1.7. Pdoywlwl qwqtp

1.2.1.8. Uj ywnop nGnwalLtn
1.2.1.9. XUupdwl nnwy gunnuynn nbinw
1.2.1.10. Ntwnhnuncyhnwjhu gbubint
1.2.1.11. dwhnry nGnwalLtp
1.2.1.12. Undhlutp

1.2.1.13. “Gnwhwuwnbin

1.2.1.14. Uwybnwuhubn

1.2.1.15. Punnpwpnudhbw| nGnwalL
1.2.1.16. UbwulbwpnLdwlwl huwnut
1.2.1.17. Ny unbnh| wj] wpwnuwnpwu,
1.2.2.Uphuyh pwgpnnuulu hwy
YELUuwpwlwwl nbntp

1.3.1. Ythuwpwluwlwlu nknknp
1.3.1.1. Upjwl wpunwnpwlpubn
1.3.1.2. PdnLlbwpwlwlywl wpwnwnp
1.3.1.3. Poowjhl pGpwwhwih wnpuu
1.3.1.4. QGLUwjhu pGpwwhuwih wpunt

1.3.1.5. UGUuwwntGhpuuninghwywu wr

1.3.1.6. Uwpnnt wd yGunwuhubph
unnwgywéd wnpunwnpwupubn

1.3.1.7. Uj yGuuwpwluwywu ntntn
products
1.3.2. Utphuyh pwgpnnUwl huwt
(wupunwnpwwnbuwlubph gwuly)




1.4.

1.3.2.1. Upjntbwyhb dwagdwl wpunw
1.3.2.2. hdnLlbwpwlwywl wpwnwnp
1.3.2.3. Poowjhl pGpwwhwjih wnpuu
1.3.2.4. QGLUwjhu pGpwwhuwih wpunt
1.3.2.5. UGUuwwnbGhpuuninghwywu wr

1.3.2.6. Uwpnnt wd yGunwuhubph
opqwulutnhg wpunwnpwupubn

1.3.2.7. Yj yGguuwpwluwywu ntntn
W)L wpnmwnpwupubp Ywd
wpunwnpwywlu gnpénicubinLpyniu (U
yGintnpnud pungpyywd guuyuwgwd
hwdwwwwnwupuwl wpunwnpwywu
gnpénLuGnLpnLU/wnpunwnpunbuwy
wywnhy nGnwujnLptnh Jwuptwaqbiné
opGuunnpnLpjwUp ywhwusynn YEuu
wywnhy GiuujnLph wpunwnnpnie)nl,
nGnwpnLuwywu ywd
hndGnwwpwhU wpunwnpwlup, pwig
wdpnnowywl wpunwnpnipntu W w
1.4.1. UpunnwnpnrpynLu

1.4.1.1. PnLuwywu ntnkn

1.4.1.2. Zndtnwwpwjihu ntntn
1.4.1.3. YGUuwpwlLwlywlu wywnnhy Gy
1.4.1.4. Uy

1.4.2.

WYywhy nGnwlynLptph /odwunw
WnLptph/JpgUwwl wpunwnnt
dwupktwqbpébnLd

1.4.2.1. Shiinpnd

1.4.2.2. 2np nwpuwgned

1.4.2.3. unbwy vnwpwgnrd

1.4.2.4. ehdhwyuwl

1.4.2.5. Quddw-6wnwquwjpnid

1.4.2.6. Eltyunpnuwjhu dwnwagw)p



1.5.

1.6.

1.4.3. Uj|
dwptipwynpnLd
1.5.1. UnwpgUuyhU thwpbtpwynpi

1.5.1.1. Ywnpép nEnwuwwuwinhdubn
1.5.1.2. dwhnLy nEnwwwuinhdubn
1.5.1.3. Swdb|nL nGnwaltn
1.5.1.4. LEP66JwS Jwuinphgwlbp

1.5.1.5. QGnnLyutp wpunwphu ogunu
hwdwn

1.5.1.6. tnnLyutp UbGpphu ogunwign
1.5.1.7. Pd2ywluwl qwagtn

1.5.1.8. Uj ywpdn ntnwaltpn
1.5.1.9. XUpdwl wnwy gunuynn ntink;
1.5.1.10. Ntwnhnuncyhnwjhu gbubint
1.5.1.11. dwhnry nGnwalLtp
1.5.1.12. Undhyutp

1.5.1.13. H“Gnwhwuwnbin

1.5.1.14. Uwybnwuhubtn

1.5.1.15. Punnpwpnudhbw| nGnwalLt
1.5.1.16. UbwulbwpnLdwlwl huwnut
1.5.1.17. Ng unbph| wy| wpunwnpwlu
1.5.2. epypnpnuyhu thwpbtpwyn
Npwyh huyncd

1.6.1. Uwlptwpwlwlwl ™ uintphint
1.6.2. Uwlptwpwlwlwl’ ng unnbph

1.6.3. Rhdphwlwl/dhghlwlwl
1.6.4.yGUuwpwlwlwl



<U3UUSULPr ULrAUNESNEESUL UNN1UMULNFE3UL LUUrUrNEE3NFL

MINISTRY OF HEALTH OF THE REPUBLIC OF ARMENIA

Cwywuwnwaghp/ Certificate No:
ursutrnakh mug _UUUNUSUUULNFE3UL U4UUSUSdhr
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Uwu/Part 1

Spywé £ Qwjwuwnwuh Qwupwwbunnipjwlu opGuunpnipjwdp uwhdwujwéd Ywpagny --------
(wdhup, wduwphyp) hpwwuwgywéd nhinwnpydwu wpryntupnd W JwdGp £ Jhugl---------
Cwjwunwuh Qwlpwwbunnipjwl wnnnewuwwhnipjwl LwhuiwnpwnnipntUp hwuwnwinn
UpUWINNNNn oo,

Upunwnpwwunwpwdph gunUuyGint Jujpp .o,

LhgGughuwjh N.........

Gupwnyytb E nhunwpydwl™ uwwydwd wpunwnpnipjwl |hgtuquynpdwU Ywd nbntph gnt
UL (WuuipQIpWUG]D) ..o

Thunwnpydwl wpnyntupnd thwuwnybl E wpunwnpwunwnpwéph hwdwwwunwupuwuncpyntl
wupwuwbunnipjwl opGuunpnipjwdp hwunwunywd wywwnwd wpunwnpwlywl gnpénll
wunuutpphu, npnup hwdwuwwwnwupuwunwd U GYpnwwywu Jhnipjwl W 5ypwuhwyuwl
dhnipjwu MUY uygpniuplubphu W nunGgnygubnhl:

Lwywuwnwaghpp ywytp £ 1-phu W 2-pn Jwubph pninp EpGph wnuwjnipjwu nGwpned:

Issued following an inspection in accordance with regulation of the Republic of Armenia, the
was conducted on ..... [ oinnts and valid till...../....../...... [

The ministry of health Republic of Armenia confirms the following:
The ManNUIaCTUNEr ..o e
1S L =T Fo 1 /=]

Manufacturing authorization NO.......o.iii e



Has been inspected in connection with manufacturing authorization or marketing authoriza
Other (please specCify)....cocoviiiiiiiiiiiee

From the knowledge gained during inspection of this manufacturer, it is considered that it ¢
Rules of Good Manufacturing Practice established in the Republic of Armenia which are |
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.

Uwu/Part 2

Uwnpnnt ognnwgnnéddwl nbGntnph wpwnwnpnipentu/ Human Medicinal Products
UUwulwpnrdwywl nbGntph wpunwnpnipe)nLl/ Veterinary Medicinal Products
ZGunwagnunuwyuwl bywwnwyutbpny nGnGph wpunwnpnipejntl/ Human Investigational Medic

1. UFSUTITUYUL GNrocLerUsLEr/ MANUFACTURING OPERATIONS

-wnpunwnpwywu gnpépupwgubpp UGpwnnud GU wdpnnewwl wpunwnpnLpjntup ywd
wnwudhU wpunwnpwywl gnpépupwglbpp” UGpwnjw| nEnwalh wpunwnpnieynLtup, thw
Ywd dalewynpnedp), uGphwjh pwgpennnudp W hwjwuwnwagnpnudp, inyjw nGnwalth wywhwu
pw2huncdp Jwd wy|] wpunnwnpwywu gnpdpupwglbn

- wnwlug wpnwnpwlwlu gnpépupwgutn hpwjwuwgubine Jhwju npwyh huydwu W (Yu
W ubphwjh hwjwuwnwagpdwu gnpénnnipjnctbutpp wytwp £ pungéytu hwdwuwwnwupuw!
utippn

- Gt wpunwnpnnu hpwwuwgunwd E wnwuauwgywd wpunwnpnipjwu wywjdwuubn
wwhwlgnn wpunwnpwuph™ nwnhnnGnwagnpéwywu Ywd wtuhghhuutp, unydnuwdhnu
ghunnnunnnpuhyutp, godwnuwynpphuubip, hnpdnuw| wywnhyncpjwdp Ujnptp wd ynuinbugf
Junwlgwynp wywnhy pwnwnphzutin ywnpniuwynn nenbph wpwnwnpnipinitt, wwyw npw
upyh hwdwwwunwupuwlu wpunwnpwwnGuwyh ywd nGnwalh yGunh ubppn

-authorised manufacturing operations include total and partial manufacturing (including va
of dividing up, packaging or presentation), batch release and certification, storage and dist
specified dosage forms unless informed to the contrary;

- quality control testing and/or release and batch certification activities without |
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, cephalo
substances with hormonal activity or other or potentially hazardous active ingredients this

under the relevant product type and dosage form
1.1.

1.2.

Untiphp wpunnwnpwlup/ Sterile prod
1.1.1.U0ubwywnply

wuydwuubpnid wpunwnpywé (n
guuy) /

Aseptically prepared (list of dosage f

1.1.1.1. Utd dwywny htGnnLyutp/ Le
liquids

1.1.1.2. Lhnbhhqwunlutinp/Lyophilisate
1.1.1.3. dwhnLy nbnwalLtp/ Semi-sq

1.1.1.4. ®npp dSwywny htnnLyutn/s
liquids

1.1.1.5. Ywpop nbnwaltp W hduypui
and implants

1.1.1.6. Uubwyunhy ywjdwuubpnid u
wj| wpunwnpwup/ Other aseptically
products
1.1.2. d6ppuwlwu

unbphthqugywé (nGnwalltph g
/Terminally sterilised (list of dose

1.1.2.1. UtGd dwywny htGnnLyutp /Le
liquids

1.1.2.2. dwhnLy nbnwalLtip/Semi-so

1.1.2.3. ®npp dSwywny htnnLyutn/s
liquids

1.1.2.4. Ywnép nGnwalLtp W hdwywi
and implants

1.1.2.5. dGppUwlwl untnhhqugyu
wj| wpnwnpwup / Other terminally ¢
prepared products
1.1.3. Utphuyh pwgpnndwu hwi
Batch certification

N unbtiphp wpnwnpwup / Non-steri
1.2.1. Ny unbph; wpunwnpwup (r




1.3.

gwlly) / Non-sterile products (list
forms)

1.2.1.1. Ywpdp nGnwuwwuwnhdautn/Ca
shell

1.2.1.2. dwhnLy nGnwuwwuwnhaéubp/C
shell

1.2.1.3. Swdb|nL nnwalLtn/Chewine

1.2.1.4. LEP6SJwS Jwinphgwutp/Im
matrices

1.2.1.5. QGnnLyutp wpunwphu ogunu
hwdJwp/Liquids for external use

1.2.1.6. tnnLyutp UbGpphu ogunwign
hwdwp/Liquids for internal use

1.2.1.7. Rd2wywl qwqgbtip/Medicinal

1.2.1.8. Uj Yywpodp nbnwalLtp/Other
forms

1.2.1.9. XUpdwl nnwy ginuynn
nGnwalLtp/Pressurised preparations

1.2.1.10. Ntwnhnunctyihnwyhu
gGutpwwnnputp/Radionuclide genere

1.2.1.11. dwhny nnwalLtp/Semi-s
1.2.1.12. Undhyutin/Suppositories
1.2.1.13. HGnwhwuwntip/Tablets
1.2.1.14. Uybtnwuhutp/Transdermal

1.2.1.15. Punnpwpnudhbw| nGnwalLt
devices

1.2.1.16. UbwulbwpnLdwyuwl
huwnunLpnutn/Veterinary premixes

1.2.1.17. Ny untph| wjp wpunwnpw;
sterile medicinal product
1.2.2.UGphuwyh pwgpnnuwu
hwywuwnwgnpnid /Batch certifica
YEUuwpwluwlwlu ntinkp/ Biological



products
1.3.1. YtUuwpwlUwlwlu ntntp/ B
medicinal products

1.3.1.1. Upjwl wpwnwnpwupltp/Blo

1.3.1.2.
hUnLtbwpwlwywl wpunwnpwupubn
products

1.3.1.3. Poowjhl pGpwwhwih wpuu
therapy products

1.3.1.4. QGuwjhu
rGnwwhwih wpunwnpwupltn/Gene
products

1.3.1.5. UGUuwwnthuuninghwwu wr
Biotechnology products

1.3.1.6. Uwpnnt wd yGunwuhubph
unwgywéd wnwnwnpwuplutn/Human
extracted products

1.3.1.7. U ygUuwpwluwlwl nbntp/
medicinal products
1.3.2. Utphuyh pwgpnnuwlu
hwywuwnwgnnid (wpunwnpwunk
gwlly)/ Batch certification (list of
types)

1.3.2.1. Upjntuwyjhu
owagdwl wpunwnpwupltp/Blood prc

1.3.2.2.
hUnLtbwpwlwywl wpunwnpwlpubn
products

1.3.2.3. Poowjhl pGpwwhwjih wnpuu
therapy products

1.3.2.4. QGuwjhu
rGnwwhwih wpunwnpwupltn/Gene
products

1.3.2.5. UGUuwwnbGhuuninghwwu wr
Biotechnology products

1.3.2.6. Uwpnnt wd yGunwuhubph
opgqwluutnhg wpunwnpwupuGp/Hum



1.4.

extracted products

1.3.2.7. Y yUuwpwluwwl nkntp/
medicinal products
W)L wpnwnpwupubp Yud wpunwnpt
gnpéniLubinLpynicu (Lwhunpn YGwntpn
gwlulwgwé wj hwdwwwuwnuwuhuwl
gnponLubinLpynLtl/wpunwnpwuntuwy
wywnhy nGnwunLptph dwuptwqbpé
opGuunpnLpjwdp wywhwupynn YLuul
wywnhy GluunLph wpwnwnpnyp)nLl,
nGnwpnruwywu Ywd

hndGnwwpw)hu wpunwnpwup, pwig
wdpnnewlwlu wpunwnpnipjntu W w

Other products or manufacturing
other relevant manufacturing

activity/product type that is not covel
sterilisation of active substances,

manufacture of biological active start
(when required by national legislatior
homeopathic products, bulk or total r
etc).

1.4.1. UpunwnpnrpynLu /Manufac

1.4.1.1. PnLuwywu ntintn/Herbal prc

1.4.1.2. Zndbnwwpw)hu ntntp/Hom
products

1.4.1.3. UGUuwpwlwywl wywnhy
GlwunLptip/Biological active starting

1.4.1.4. Uj/Other
1.4.2. Uywhy ntnwlynLph/odwl
WnLph/Ytppuwlwt wpunwunpwl
dwlunpkwqbtpénLd /Sterilisation of
substances/excipients/finished pi

1.4.2.1. Shunnpned/Filtration

1.4.2.2. 2np nwpwgntd/Dry heat
1.4.2.3. unuwy nwpwgnrd/Moist he
1.4.2.4. ehdhwlwu/Chemical

1.4.2.5. QuUdw-6wnwaquwjpnLd/Gam



1.5.

1.4.2.6. ElGynpnUwhUu dwnwagw)R/E
1.4.3. Wjy/ Others
dwptipwynpnrd/Packaging

1.5.1. UnwgluyhUu thwptpwynpi
packing

1.5.1.1. Ywpdp nGnwuwwuwnhdautp/Ca
shell

1.5.1.2. dwhnLy nEnwuwwunhaubn/C
shell

1.5.1.3. Swdb|nL nGnwaltp/Chewine

1.5.1.4. LGp&é6Jwd Jwuinphguwutp/Inr
matrices

1.5.1.5. tnnLyutp wpunwphl oguinu
hwdwp/Liquids for external use

1.5.1.6. QtnnLyutp UGpphu oguwign
hwdwp/Liquids for internal use

1.5.1.7. Pd2ywlwl qwagtin/Medicinal

1.5.1.8. Uj ywndn nbnwalLtip/Other
forms

1.5.1.9. XUpdwl vnwy guinuynn nbntj
preparations

1.5.1.10. Nftwnhnuncyihnwjhu
gbGutGpwwnnputip/Radionuclide genere

1.5.1.11. dwihnLy nGnwalLtp/Semi-s
1.5.1.12. Undhyutip/Suppositories
1.5.1.13. Htnwhwuwnbip/ Tablets
1.5.1.14. Uybtnwuhutp/Transdermal

1.5.1.15. Punpwpnudhbw| nGnwalLt
devices

1.5.1.16. UbwulbwpnLdwlwl huwnut
Veterinary premixes

1.5.1.17. Nz unbtph| wy| wpunwnpwu
sterile medicinal products



1.5.2. epypnpnuyhu
thwpbtpwynnpnLd /Secondary paci
1.6 Npwyh huyncd/Quality control test
1.6.1. Uwlptwpwlwlwl®
uwnbinhinLpynLup /Microbiological: stel
1.6.2. Uwlnptwpwlwlwl™ ng
uwnbinhinLpynLup /Microbiological: nor
1.6.3. Phuphwluwl/dhghlwluwl /Che
1.6.4. YGUuwpwlwlwl/Biological

2. ¥616rk LerunrontkU/ IMPORTATION OF MEDICINAL PRODUCTS
-InthwpwlgnLp uGpdnddwl gnponlutbinLpintu wuhpwdbyw £ UG hwdwwwunwupuwlU w

-Uwubwyh wpunwnpwé wpunwnpwuph UGpdnwddwu hGun juuwwd gnpéniLutnipynitup L
pwduncd

- uGpdnLodwu gnnpénlutinLeyncuu pungnynwd £ uGphwih hwwuwnwanndp, wwhuwwuncdy
gnpépupwaglbn

- any importation activity in relation to imported product should be entered under the relev
- importation activities relating to partially manufactured product should also be included i

- importation activities include batch certification, storage and distribution unless informed
2.1. LEpUnLéywd wpunwnpw
imported medicinal pr
2.1.1. Uwunptwpwlwlw
2.1.2. Uwunptwpwlwlw
2.1.3. Phuhwluwu/dhghl
2.1.4. YGuuwpwluwluwl/
2.2. LEpUnLéywd wpnwnpw
certification of import
2.2.1. Uintinh; wnwnwnnt

2.2.1.2. YGppbwlyuwl |

2.2.1.1. UuGwunhy wu
2.2.2. Ny unbiph; wnwnwir
2.2.3. UGUuwpwlwywu
2.2.3.1. Upjntbwyhu dwg
2.2.3.2. hdntbwpwluwyu
2.2.3.3. Pepwjhl pbpww

2.2.3.4. QGUwjhu pGpwu



2.2.3.5. YGUuwwnthuunin

2.2.3.6. Uwnnnt wd yGl
utnwgywd wnpunwnpug

2.2.3.7. Y yuuwpwuwil
products

2.2.4. Lpdnbdwlu wy| g
gwluluwguwé wj ubGndnLdi
nwnhnnGnwanpéwyuwu
nGnwpnLruwywu Ywd hn

Other importation activiti

not covered above e.q. ir
gases, herbal or homeop.

2.2.4.1. twnhnntnwann
qGUtpwuwunnnputn/Radioph

2.2.4.2. RPd24wywl quq!

2.2.4.3. PnLuwywlu nbnt
2.2.4.4. ZndGnwwpw)hlu

2.2.4.5. YGLuwpwuwyw
materials

2.2.4.6. Uj)/Other

3. HeuL3nkEk UrsurniF@3NFL/MANUFACTURE OF ACTIVE SUBSTANCE(S)
UrSUTUYUL SNrocLeUs8LEr/ MANUFACTURING OPERATIONS

YenwuinLph(Utph) wudwunwdp/ Active Substance(s)

3.1 Phuhwywu uhUuptgh dwuwwwnhny unnwgynn wywnhy Ujnptin/Manufacture of Ac
by Chemical Synthesis
3.1.1. Uhpwluyjw| wpunwnpwuph wpunwnpnipjntu/ Manufacture of active substanc
3.1.2. @Gpwdwpunn wywnhy UnLph wpwnwnnnipintu/Manufacture of crude active su

3.1.3. Unh dlwynpnud /Jwppdwl thnytn® (ophuwly pjnLpbinwignid)/ Salt formatior
steps : (e.q. crystallisation)



3.2

3.3.

3.4

3.5

3.1.4. Uj| (Upt))/ Other (specify)

FPUwlywlu dwagdwl wnpnLputphg wyunhy UynLeh Epuinpuyunniud/Extraction of Acti
from Natural Sources

3.2.1. Anruwluwl dwagdwl wnpjniputnphg Uynceh wupwwnnud/Extraction of substan
source

3.2.2. YGunwlwywu dwqgdwl wnpjnLputnphg UynLph wugwwnnud/Extraction of subs
animal source

3.2.3. Uwpnyuwjhb dwgdwlu wnpjnLputnhg Uynteh wbpwwnnud/Extraction of substa
source

3.2.4.2wlpwjhu dwagdwl wnpjnLputphg UynLph wupwwnnid/Extraction of substanc
source

3.2.5. Uupwwnydwé UjnLph thnthnpunipeyniu (UG wnpynpp™ 1,2,3,4)/Modification of €
substance (specify source 1,2,3,4)

3.2.6. Uupwunydwéd Ujnpeh dwpnnud (UG winpjnpp™ 1,2,3,4)/Purification of extracte
(specify source 1,2,3,4)

3.3.7. Uj| (Upt))/ Other (specify)

YenwuinLeh wpunwnpnieintu YGuuwpwlwywu gnpépupwgutnh dhgngny/ Manuf
Substance using Biological Processes

3.3.1. dGpdGunwgnid/ Fermentation

3.3.2.P9pwjhlu YnuinnLpwlitp (U2G] ppheUph inhwp, ophuwly YwplUwuntuubnph/U
Culture (e.g. mammalian / bacterial)

3.3.3. Unwuabwgncd/dwpnntd/ Isolation / Purification
3.3.4. Upwynrd/ Modification

3.3.5. U] (Upt))/other(specify)

Uwinbnph nGnwujnceh (3.1, 3.2, 3.3 dwubpp ybtwp £ (pwgytl hwdwwwwnuwuhuwlu
wpuwnnnpjntu/Manufacture of sterile active substance (sections 3.1, 3.2, 3.3 to &
applicable)

3.4.1. Uubwunhy Gnwuwyny wnpwnwnnpynn/Aseptically prepared

3.4.2. dbppuwywl dwuptwgbnpédwlu Gnwuwyny wpunwnpynn/Terminally sterilisec
Cunhwuncp wywpwnwywl thnetip/General Finishing Steps

3.5.1. dYhghywlywl Gnwluwyny wnwudbwgdwl thnitp (ophbwy gnpwgnid, wnnc
Jdwnntd)/Physical processing steps < specify > (e.g. drying, milling / micronisation,

3.5.2. UnwolwjhU thwpbpwynpnid (nGnwyuwinud/fugubwthwynid nGnwujniph, t
agunuynud £ wudhpwywlu 2thdwu JGe thwptpwuiniph htuin)/ Primary Packaging (en
the active substance within a packaging material which is in direct contact with the

3.5.3. 6pypnpnuwjht thwptpwynpnud (wnwebwihl thwpbtpwUnLpny fugwlwihw
nGnwywjnd wpunwphu thwptpeph Yuwd ynuntjutnh Jdbg): Uw UGpwnnud E Lwle w



3.6

3.7
4.

whunwywynpdwlu gnpépupwgpn, npp ywpnn £ yhpwnytb] bwlw unyuwyuwluwgdwu
hGuinlGihnpjwu wwywhnydwl (uGphwih hwdwpwyuwdwu) 2npwbwyutpnd)/ Sec
Packaging (placing the sealed primary package within an outer packaging material
This also includes any labelling of the material which could be used for identificatior
(lot numbering) of the active substance).

3.5.4. Uj| (Upt))/ other(specify)
Npwyh huyncd/Quality Control Testing
3.6.1. dhghywywu/phdhwywl/ Physical /Chemical testing

3.6.2. Uwuptwpwluwlywl hGunwgnunnipinu (pwgwnnipjwdp” untphinwpjwl pbu
Microbiological testing (excluding sterility testing)

3.6.3. Uwuptwpwlwlywu hGunwagnunnipiniu (UGpwnjw” unbGphintpjwu pGuwn)/ M
testing (including sterility testing)

3.6.4. UGLuwpwlwywu hGwnwagnunip)nLu/ Biological Testing
Mnwpnruwywu hnwdp/Herbal substance
AnwuinLph ybpwptpjwy wyp gnpépupuwg (U26G)/Other activities - active substance:

Lpwgnrghg Upncdutin/ Other information

Qwywuwnwagnph 2pgwbwyutpnud nplk uwhdwbwthwynn Yud hunwybgunn
SwunpwaqgpnLpjnLl /Any restrictions or clarifying remarks related to the
scope of this certificate

22 wnnnewuwwhnipjwl bwhuwpwn

Minister of Health

uinnpwaqgnpntpjnLtup/signature

wunlup, wqgwunitup/name, surname

onp, wdhup, nmwnpbphyp

Date of issue
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1. Unyu wpagny Yuwpgqwynpyned GU Qwjwunnwuh Qwupwwbunnipintuncd
nGnGph wpunwnpnipjwu |hgGuquynpdwu bwywunwyny thnpadwpuluncpjwu
hpwywluwgdwl hGun uwwd hwpwpbtpnipynLtultpp:

2. YanGph wpunwnpnipjwu hgGuquynpdwu Uwywwnwyny
thnpdwpluncpjnitup (wjuncthGun® thnpawpluunipjnitu) hpwwluwgunid £
wjwuwnwuh Qwupwwbunnipjwl wnnnewuwwhnipjwl LwhiwpwpnLpjwu
(wyunthGun” bwhuwnpwpnieynil) «Uwnbudhynu EUh| QupphGywuh wudjwu
nGnGph W pd2ywywu tnGhuuninghwubnh thnpdwghwnwywu YGunpnu»
hwly pwdubinhpwywu puytpniejntup (wjunthGunn™ dnpdwghunwywl
yGuwnpnlu):

3. Onpawpluncpjwl hwdwn wpunwnpnnp nhdnwd £ dnpawghnwywu
yGuwnpnu® uGpywjwgubing hwytywé 4-ny hwuwnwnywd
thwunwpenertnph nGuwlubpwéoéywsd ywwnatuutpp hwjtpbu W (Yuwd)
nnrutbpbu W (Ywd) wugltptu [GgnubGpnd (MPYPED (PDF) alLwugwithny
dwjitph innbupny)” npéwghnwywu yeunnpnuh ElGYunpnuwhu thnunh’
admin@pharm.am hwugbny W(ywd) thnuinwjhu wnwpduwdp:

4. dOnpowpuuncpyntup ujuynud £ Lwjwuwnwuh Cwupwwbunnepyntuncd
swngbwoé gwuwgwéd Gnwuwyny thnpdwplunipjwl Juwnpaoh Jédwnpdwl
thwuwinp hwjwuwnnnn thwuwnwpnrh wnywynipjwl nGwpned:

5. ®npdwplunpjwl pupwgpnid wnpnn GUu ywhwueyb| |pwgnLghy
nyjwiutp ywd spwudwnpwnpnn thwuwnwpnetn, nnnup ubpyujwglubnc
dwdwluwlywhwwnywdp khnpowpuuncpjwu hwdwn uwhdwudwo
dwdlyGwnnud ¢h UGpwnyncd:



mailto:admin@pharm.am

6. ®npdwplunLpjwl pupwgpnid |pwgnighy wd sgpwdwnpuwnpnn tingjuiiutnp
ywd thwuwnwpnertnh utpywwgdwu wuhpwdtwnnipjwu Jwuhu
wwuunpwbd ywnpgny wpunwnpnnhu inbnGuwgubintg hGunn 60
w2huwuinwupwihu opyw pupwgpnid npwup suGpyuwjywgutint nGupnid
thnpowpluncpentup nwnwntgynud £ W wagdyned £ dnpdwghunwyuwi
Gapwywgnipintl nhunwdp JGpdtGine yGpwptpjwii:

7. Uuywhu thnpdwpluuncpjwl wnpryntuphg ubpywywgywéd thwuwnwpnptnp W
Jéwnp htwn ;6U yGpwnwnadyncd:

8. dnpowpluuntpjwl dwdwuwly hpwywluwgynid E wupunwnpwwnwpuwéph
punhwuncp nhunnwpynwd” unylu npnadwu Cwybywéd 1-ny uwhdwluywé
ywnany quwhwwnbiny

e UlLabwlwaqup <wjwuwnwuh Qwupwwbwunnipjwl optuunpnipjwdp
uwhdwudwdé ywhwugubphu hwdwwwwunwuhuwlu nhwywynpwd wluah
wnwjnpyncup.

e lnwnuwoéputpp W uwppwynpnudubpp” bwhpuwwnbuywéd Swyjwijubph W
wnpunwnpwwnbuwyutbnh wuyunwug nL uwhdwujwé wywhwugutphu
hwdwwwwunwupiwl wywhwwubint hbwpwynpnipyntup, wywhGuunwjhu
nwnpwoputph pninp hwunydjwéubph ywuwnwé Jwpnduwl
huwpwynpnrpintup W hwdwwwunwupuwU ncuwynpnepyniun,
Jwpuwuunhbwjhu W JGpddwé nL hGun yGpwnwpojwéd wpunwnpwupubph
hwdwpn wnwuadbwgywd pwdwpwn tnwpwoédpubph wnyuwjnLpntup
(huwpwynp wdbuwdGé pudpwpwuwyh hwrwnpyny), ywhGuunnd
wwpwuph punniudwlu hwdwn bwhpiwwnGuywd nwpwodph
wnyuwjnLpjntup” hwgbgwd wjuwyhuh hwpdwpnipjnltuubpny, npnup
hUuwpwynpnipintu GU nwhu pwgwnt] Gnwuwywhu wuwydwuutnh
wantgnLpntup wpunwnpwupp unwuwint W pwg pnnubinL dcwdwuwy,
wwhGunwjhu nwpwdéputnnud wnwuabwgywd Jty wd Jh pwlh
gnunhutph Ywd nwpwépubph wnuwjnipjntup nwnhnwyunpy,
ryncpwydwin, hnwyunwug Yuwd wy; yunwugwydnn wpunwnpwupltnhp
(ophbwy pd2ywywu qwqtn, yntpwydwn W hpwywnwug Ujncptn) hwdwp,
hwdwuwwwunwupiwl nwpwywwnptnny, stpdwgwhtnnd,
hunbwywgwihtnpny hwagbgywénipynLup, swhhg uwnptnh W
hwdwlwnpgswhu yuwnwywnpdwl hwdwyuwnpgbph (wunywjncpjwl
nGuwpncd), npwug unnrgwywihdwu W Juwhnwgdwl
huwpwynpnipntuutph wwywhnynudp, nGnGph wwhuwwudwu
nwnpwoputGnpnd gGpdwuwnhéwuh nL pjunbwynipjwl wuhpwdtywn
wuwjJdwuutnph wwywhnydwu hwdwn hwdwuwwunwupuwl
uwnppwynpndwihu hwagbgwoéncpntup (uwppwynpnudubph
wnwjncpjntup), ywhdwu tnwpwdéplutnphg W gnuinhutiphg wnwuduwgyuwé
uwUhwugnygh, hwuguunh uGUywyh, tnGhubhjwywu w2huwwnwuputbph
hpwywlUuwgdwl Lwhiwwwunpwundwl (JwpnpdwU W wiy|
w2 huwwnwupubn) nmwpwéph, wpunwnpwywu hhduwywu
uwnpwynpnudutnh wnyuwjncpinitup, hwjunwgpywé nbnwalh npwyhp
huydwl hwdwp wuhpwdtwn j[wpnpwwnnpwhu uwppwynpndubnh,
thwptpwynpndwl hwdwn bwhuwwnbGujwéd wnwuabwgywd nwnwodplubnh
wnyuwjnipintup, wupunwnpwwnuwnpwép wudbwlywquh dnuinp gnpdbinc
hwdwn bwhiwwnGuywd hwuntGpédwpwuh, huzwbu bwle UnLGNh NL
wnpunwnpwuputGph bwpiwnbuwd Untinpbph wnywynipyniup:

e dwuwnwpnpwynpnid” wnw uwnpbph, uwppwynpnrdubph W



N

hwdwywpgtph bwhuwwntujwé Yhpwndwl JGpwptpjw| thwunwpnptnh
wnywjnpyniup:

1. dnpowpulnipjwl wpryntuputbnph hhdwu ypw nhdnwdp utnwbwinLg
wnwyblwgnyup 20 whuwwnwupwihb opw pupwgpnid wadyned W
wpunwnpnnhu £ tnnpwdwnpynud thnpdwplUncpjwl Ggpwwgnipinitu®
ygtiny hwybywé 1-nd uwhdwujwéd adlwgwhh nhuinwnpydwu
hwytuinynipintup: dnpdéwpllnipjwl Ggnwywgnipintup W Yhg
nhunwnpydwlu hwyGunynipintup wpunwnpnnhu tnpynwd £ ElGHUpNLUWwhUu
thnuinnh Uhgngnd W (Ywd) thnunnwjhu wnwpdwdp:
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EnGph wpwwnpnipjwl gnpénn |hg
wwuwndtup(wnwjnLpjwl nGwpnid)
Upwwnpynn n&ntph gwuyp

MU gnpénn hwywuwnwagnh wjwwnbt
(wnywynLpjwl nGwpncd)
NMwjdwuwagnpwihu wpunwnpnnutbnp L
hGunwagnunnipe)ntu hpwlwluwgunnut
gnponLutinLpywl Juwjntpp, hGnwhunt
YwagdwyGpwwanpéwnuwlywu Yuwnr
Upunwnpwwunwnpwoplubnh hwuinwui
W wuaduwywagdh hnuptpn,
JjnLpwipwlginLp wpunwnpwnbuwyh
(nGnwalLh) wpunwnpnipjwl hwyhnt
Anh hwdwyuwngh upuGdwwunhly gbwu
Zhduwywlu wpnwnpwywl W npwy|
huydwU uwppwynpndutph gwuyp
([dUpwdhongutin nL hngbutGun Ujnipbr
nGnGnh wpwnwnpnipjwu |hgtughw (
nGwpntJ)



10.Upnwnpuwwnwpwd nujt pu Gind htwnljw) myjwjub

1. StntynLpynLtu wpnwnpnnh dwuhl

1) Upnwnpnnh myjwubpp

w. Uudwuncdp, hpwwpwlUwluwl wuah gnuytine Juypp W gnpéniubinLpjuwiu
hpwlwuwgdwu ywjpp

p. Upnnwnpwunwnpwédph hunwly Uwpwagpnepyntup (gunuydtine Jwjnp, 26Upn,
nGnwywjnudp hwunpytpned):

g. Ununnwyunwihu nyuwiutbn” Ubpwnjw| 24-dwdjw htnwhunuwhwdwnp™ wpunwnpwuph
npwyh hGun juwwd huunhputph nGwpnud dnpdwaghunwyuwu yGunpnuh hGun Yuw
hwuwnwwnbnt hwdwn:

n. Upunnwnpuwwunwnpwoph Ungyuwywluwgdwu hwdwnn, hugwGu, onhuwy, LhOhEU (GPS)
wd w2huwphwgpwywlu inGnwywydwu nplt wy hwdwwnpgh ndjwjutbp (onp.Yh-3nL-Eu-
Eu (D-U-N-S) hwdwnp):

2) Upnwnpwwnwpwépnid hpwwluwgynn thgtuquynpywéd wpnwnpwyjuwl
gnpénLubinLpjwlu dwuhu wnnyjufutip

w. Yantph wpunwnpnyejwu gnpénn |hgtughwih ywwétup™ tnpwé hpwywunt dwnpduh
Unndhg (Uhg UtipYwjwgynn thwuwnwpenetnh gwuyh 1-hu Ytwn) Yud hnnud
Sdpwdhnipjwl |hgGughwutph W hwjwuwnwagptph tnnyjwutph 2tnGdwpwuhu (Eudra
GMP database)” wnywjnLpjwl nGwpnid: et hpwywunt Jwpdhup |hgGughwubp ¢h
npwdwnpnud, ybwnp £ wnlw |huh Upnd npw Jwuhu:

p. Y6nGph wpunwnpneepjwu hgtughwih hGunn Jhwdwdwuwy vnpnynn wunuwlywnany
hwuunwwnywd wpnwnpwywu gnpénLutnipjwl tnGuwyutph hwyhpé
Uywpuwagpnipejntup” Ubpwntin bwl nyjw| thgughwjh 2npwbwyutphg nnLpu
ownwntnpypyw hpwywunt Jwpduh pnyjwwnpwé nGnwallGpp/gnpéniutnupjwu
nGuwyubpp hwdwwwwnwupuwbwpwn:

¢. Upinnwnpwunwnpwépnid wpunwnpynn nGntph gwuyp (Uhg UepYuwjwgynn
thwuwnwpnertnh gwuyh 2-pn Y&w), Get Yhg Uplwjwgynn thwuwnwpenptph gwuyh 1-hu
yGunnud Ywd Gypwdhnipjwu nndjuiuGph pwqwynud npwup pwgwlyuwynwd Gu:

n. YGpphu 5 nwphubph pupwgpnid nnbnh nlubgwé MUS nhunnwnpynwdubpp™ LGNy
wduwpdtnp, nhunnwpynwdubpu hpwywlbwgpwé hpwywune dwpdhuutph
wujwunwdubpl nL npwlg Gpyputbpp, MUS gnpénn hwyjwuwnwagnh wywwnétup (Yhg
utpywjwagynn hwuwnwpnprtnh gwuyh 3-pn ytwn) ywd hnnud Gypwdhnipjwu inndjwjutph
2inGUdwpwuhlU” wnwjnipjwu nbGwpnid:

3) Upnwnpuwwnwpwdpnd hpwwlbwgynn wyp ng nnugnpéwjwlu wpunwnpuwywl
gnpénLubinLpjwu UwpwagpnipjniLup

2. Nhwyh yunwywpnedp

1) Upnwnpnnh npwyh junwywpdwlu hwdwlwnpgp

w. Upwnwnpnnph Ynnuhg Yhpwnynn npwyh hwdwlwngh hwyhné bjwpwapnipiniup W
hnnd Yhpwnynn unwunwnpunutnhu:

p. Nhwyh ywnwywnpdwlu hwdwywnpgh hGn juwdwd ywpunwynpnipjnluubpp®
Utpwnjw| nGYwywn wuauwyuwagdn:

g. StnGywwnynLpyntu gnpénLubinLpjwl wju tnnGuwyutph dwupl, nnnug hpwywuwgduwl
hwdwn wugt| E hwjwunwpdwagpdwl W (Ywd) hwdwuwunwagpdwl gnpépupwg UyGiny
wduwpdtnp, ninpunutpp W hpwywuwgunn Jwpdhuutph wujwunwdubpp:

2) dtpguwlwl wpnwnpwuph pwgpnnnidp

w. UGphwjh hwjwuwnwagpdwl W pwgpnndwl gnpdpupwagh hwdwn
wuwwnwupiwluwwnny/npuywydnpywd wuah npwywynpdwlp (Yppenipyncu,



w2huwwnwupwihu thnpa) ubpywywgynn wwhwugubnh JwupwJdwul UywpuwagpnipnLup:
p. UGphwh hwjwuunwagpdwu W pwgpnndwlu gnpdpupwglutnh punhwuncp
UywnpuwagpntpynLun:

a. Npwywynpywd wuah ntpp ywpwuwnhunwd yGppuwwlu wnpwnuwnpwuph
wwhwwuntpjwl W pwgpnnUwl, hugwtu Lwle gphwugdwu UEpYwjwgywd nnujth hbwn
hwdJdwwwuwunwuhpuwlunipntbUu wwwhnybint gnpépupwgubpned:

n. Y6nh wpunwnpnipjwlu gnpépupwgnid UGyhg wytih npwywynpywéd wuawlg
utpgpwydwénrpjwlu ntwpnid Upwug WwpunwdnnpnepjntuutGnh 2npwbwyutnp:

G. SEnGUwuwnynipjntl unnigdwl nwgdwywnnipjwu dwuhU. @npépupwgh ytpnwdwyuwu
wntGhuuninghw (Process Analytical Technology-PAT), pwgpnnnud hpwywlu dwdwuwynid
(Real Time Release) ywJ wwpwdGunpwihu pwgpnnnid (Parametric release):

3) Uwunwlwpwpubph b ywjdwuwgpwjhu gnpépuytp wpunwnpnnubph junwyjwpnodp
w. Uwunwlywnpdwl 2npwih W wpnwphu wninhnh épwgnph hwdwnnunwagnpnipyniup:

p. MTwjdwlUwanpwjhu gnpépuytputph, wyunhy nGnwanpdwlywu

pwnuwnpwwnwnptnh wpunwnpnnuGph W Jdjnwu yphnhyuwyuwu Lpwlbwynipjwlu UynLtph
dwwnwlywnpwnpubph npwywynpdwu hwdwlwpgbnph hwdwnnun Uywpwagpnipjnlup:

g. Ppwywlwgywd dhongwnnudubpp™ nunnjwé yGunwuwywu Swagdwl uwyntugwudwu
Fugtdwinwwrhwih thnpuwbugdwu dwuhu (fah-EU-h TSE-Transmitting animal spongiform
encephalopathy) nLntgnygutphu wpwnwnpwuph hwdwwwwunwuhuwlnipjwlu
wwwhnydwun:

n. Utnd wpunwnpwup, pwip (ophtwy” sthwpbpwynpywd nGnwhwuwnbtn), wynhy
nGnwanpéwlywlu pwnwnpwwwnpptn Yuwd odwunwy UnLptn huwjunuwptGptbint ud
Jwuywdéh nGwpnd hwunwwunywd vhpngwnnidubph hpwwluwgdwl pupwgwywnagbnp:
G. Upunwnpnpjwl hGun yuwwd wpunwphu ghinwywl, wuwihinhy Yuwd wy|
nGhuuhywlywl odwlunwynipjwu nhdbnL pupwgwywnabnp:

gd. Mwjdwluwagpwjht wpunwnpnnuph W jwpnpwunnphwubtph gwuyp™ uGpwntind npwug
gwnuytint JuwptGpp, nywutp yww hwunwunGint hwdwp W Juunwywpwnpdwl 2npwih
upuGdwubipp, ophuwy, wubwwunhy wpunwnpniejwlu hwdwn wnweluwjhu
thwptpwujnLptnh Jwunptwqgbtndnudp, GlwunLptph npnwyh unnignudp W wyu, wGwp £
wnwunwgnywé |hutu yhg ubpywjwgynn thwuwnwpnpetnh gwuyh 4-nn YGnned:

E. H6nGph ghwugdwlu ywhwugubnphUu hwdwwwuwunwupuwuncpintll wwwhnybn
annpénd wwydwuwagpwjhu ynndtGnph wywnpwunwynpnipjntuutnh pwpudwl
hwdwnnunwagpnipnitup (Gpt Yhg ubpywywgynn thwuwnwpnptnph gwuyh 2-nn yGuinnwd
utpyuwywgywé ¢k):

4) Npwyh nhuytiph junwywpnrdp

w. Upnwnpnnh Yynndhg yhpwnynn nnwyh nhuytph yuwnwdwnpdwu dtGpnnwpwuntpjwl
hwdwnnwu LYwpwagpnLpynLup:

p. Nhwyh nhuytph ywnwywnpdwu 2nppwlbwyutpu nL nLnnywidnipynLup” UGpwnbiny
huswtu Ynpwynpwunhy, wjuwbu £ nGnujhu dwywnpnwyutpnud hpwywuwgynn pninp
anpénnnipejntbutnh hwdwnnun Uywnpwagpnipjntuutnp: Wuhpwdb>wn £ hhpwunwybg
Jwunwlwpwnpdwlu 2upniuwywywunipjwl guwhwundwul nLnnywd npwyh nhuytph
Jwnwdwpdwlu hwdwlwnpgh pninp hwywnbnn:

5) Upnwnpwuph npwyh ypwuwyncdp

w. UGpnnwpwuncpjwlu hwyhpé UywpuwagpnwpejnLup:

3. Uualwlwqup

1) Upunnwnpnipjwlu yugdwybGpwuwagnpéwnuwlwl Yuwnnigwbdpn™ UGiny npwyh
Jwnwdwnpdwl, wpunwnnpnipjwl W npwyh huydwu ywunwupuwluwwnniubnh
wwnpunuwynpnipntbubpp” Ubpwnjw nGBYwdwn wudbwlywadp W npwywynpywéd wudp
(Uhg UEpYwjwgynn thwuwnwpenptnh gwuyh 5-pn Ytwp):

2) Npwyh juwnwdwndwl, wpunwnpniejwl, nnwyh huydwl, ywhwwuncpjwu W



pw2hudwl onwyutGpnud UEpgpwdywd w2huwwnnnutnh phyp:

4. Upnwnpwwnwpwéputipp b uwppwynpnedubipp

1) Swpwépubpp

w. Upunwnpwunwnpwédph hwyhpé Uywnpwanpnipjniup. swthtGnpp, 26Uptnph gwuyp: Wl
nGwpncd, Gpp tnwpptp Gpyputph hwdwp wpunwnpwupuGph wpunwnpnpjnluu
hpwywuwgynd E wpunwnpwwnwnpwdph Unyu hwugbh nmwpptn dwulwGuptGpnd
wUuhpwdt?wn £ guwuyncd UG jnLpwpwlgnip dwulbwtUpnid wpwnwnpynn nbnh
hnwgdwu tnpyhpp (Gpb Yhg UGpYwjwgynn thwuwnwpenetnh gwuyh 1-hu Yawnnwd
pwgwyuwjnid £ npw JwuhU Upnudp):

p. Upunnwnpwywu gninhuGph wwng gbwagnptpp™ U2Ginyd Jwuunnwpubnp
(BwpunwpwwGunwywlu W hudGubpwywu qéwantpn ¢6U whwleyncd):

ad. Unnnwnpwywu gninhutGnh hwunwlwagdtnp W uputdwutnp (Uhg UGpYuwywgynn
thwuwnwpnpetph gwuyh 6-nn 4twn)™ hunwy LpGiNY uwhdwlwyhg uGLjwyutnph nwubkpnp,
dupnLdutGph tnwpptnpnipntup W ynuyptun nwpwédpnd hpwywugynn wpunwnpuwywu
agnpépupwgltpp (fjuwnuncd, |gnud, whwwuned, hwpbpwynpnid W wyju):

n. MwhGuunwjhb uGUywyutph W wpwéputph hwwnwywadbpp™ wuhpwdb2unnipjwu
nGwpnwd LpGINY pntbwynn, Jnwuqwynp Ywd gbpggwjuwgunn UynLptnph wywhdwu W
wydwl hwdwnp wnwluabwgywd hwwnniy gnuinhubipp:

G. Qwunwywaqdh ypw supywd ywhdwl hwwnney ywydwulubGph hwdwnnun
Uywpuwagpnipjntup” wuhpwdbunnipjwlu nGwpnLd:

Onwdwwnwlwpwpdwl, gpnwdwnwjupupdwl b gnncgdwu hwdwlwpgtph hwyhpa
UwpwagpnLpjnLup

w. Onwdwwunwlwpwnpdwl, punbwyncpjwl, sGpdwunhéwuh, dupnedutph
nwnpbpnLgjwu npn2dwl W onwithnpuwuwynipjwu hwtwpiwywuncpjwl
uygpniLupubpp, onh yGpwoppwuwnnipjwl hwGgwlwnpagp

Qnh hwdwlwnpgh hwyhpé UWwpwagpniLpjniLup

w. 2nh unwgdwu npwyh htwn uwwywd hnnudubpp:

p. 2puwdwunuwywnpwpdwlu upuGdwnhy hwdwywnap (Ywpbih £ yuwunwntp hnned Yhg
uGpywjwgynn thwuwnwpnptph gwuyh 7-nn Yewnhu):

UjL uwppwynpnedubph hwyhpé Uwpwagpnipjntup, hugwyhuphp Gu gninp2nt, utnuywé
onh, wgnunh L wy uwppwynpndutipp

2) Uwuppwynpnudubpp

w. Zhduwywlu wpunwnpwywl W jwpnpwunnp huydwUu uwppwynpnedubph gwuyp®
u2G(nY Ynhinhywywu dwubnpp (Ywnbih £ Ywwnwnt hnnwd Yhg UGplwjwgynn
thwuwnwipenprtph gwuyh 8-nn Ytwnhu)

Uwppnudp W uwbhnwpwywlu dwyncdp

w. Upunwnpwuph hGun 2thynn dJwytptGuuGph Jwppdwu W uwuhunwpwywt dwydwu
JdGpennutnh hwyhpd Uywpwanpniejntup (opnhbwy dtnpny dwppned, wyunndwn
Jwppnd inbnnud W wiyjju)

NUG-h Ypnhnphjwuwlwlu hwdwlwpggwhu hwdwwnpgbpp

w. MUS-h ynhinhywlywlu hwdwlwnpgswihtu hwdwywngbnph hwyhpd UwpwagpnpynLtup
(pwgwnnipjwdp uwnppwdnpnedutGphu punpn? 6pwanpwhu hwdwywnpgtph ®h-E[-Uh/PLCs:
Programmable Logic Controllers)

5. dwuwnwpnpwynpnidp

1) dwunwpnpwynndwl hwdwywnpgh hwyhpt Uywpwagpnipjntup (opnhuwy™ datnwahp,
EilGyunnnuwhl)

2) Gpp thwuwnnwpnpetpp b wpowuwagnpnipyntbuGpp ywhynwd W wphuphwgynid

EU wpunwnpwunwpwoéphg nnipu (UGpwnjw] wuywnwlugnipjwlu Uunwnhunwnpydwu
(Pharmacovigilance) mjjwjutpp, www utpyuwjwgyned £ thwuwnwpnpbnph
/wpawluwagnnipintuuGph tnGuwyutph gwuyn, upyncd ywhdwl Juyph hwugtu W wju



dwdwluwywhwwnywdp, npu wuhpwdbywn £ hwunwpninpU

wnhuhdhg wpunnwnpwwunwpuwép inGnwithnhubint hwdwin:

6. Upnwnpnipjnitup

1) Upnwnpwupubph mGuwyubpp (Ywnpth £ Ywunwptp hnnwd yhg uGplyuwywgynn
thwuwnwpnprtph gwuyh 1-hu Ywd 2-pn Yewntphu)

w. Upunnwnpwupubph nnGuwyubpp UGpwnnud GU°

1. wpunwnpwwnwnwépnd wpunwnpynn nGnwallttph gwuyp” UGpwnjw| Jwpnywug W
yeunwuphuGph hwdwn Yhpwnynn ntnGnph.

2. Yihuphywyuwu thnpowpyncdubph hwdwn bwppwwnGuwd hGunwgnunuwuwu
Uwwunwyny wpunwnpwwnwpwdépnid wpunwnpynn nnwalltnp,

npnug wpunwnpnipjntup, wpunwnpwywu gnuinhutGph Jwuhu tinyyuiutpp W
wluasbwlywaqup nwpptnpynd GU wnleinpwyhu

Uwwuwnwyny wpunwnnpynn wpunwnpwuputnhg:

p. @ntuwynp ywd Junwugwdnn nGnwuincptnp (pwpanp nGnwpwuwlywlu wynhynipjwdp
odinwé W (Ywd) gbEpgquynituncpjntu wnwyewglunn Ujniptn):

ag. Unwuabwgywd nwnpwoéputbnpnud wd dwdwuwwihu pwdwudwlu

hhdnLuputGpny wpunwnpynn wpunwnpwwnbuwyutbpp, Gpt Yyhpwnbh E:

n. ®h-tj-feh (PAT) ogunwgnpdnudp, Gt Yhpwnbih E. hwdwuwwwnwupuwl inGhuuninghwjh
W hwpwyhg hwdwywnpgswihu hwdwywngbnph dJwuhU punhwuncp inGnGyuwuwunynipynil:
2) Ywihnwghwlu

w. Ywhnwgdwlu pwnwpwywuncpjwl hwdwnnun UwpwagpnipnLup:

p. YGpwdwydwlu wd ytpwgnpéwnydwlu pwnwpuwywuntpjniLun:

3) UnLpbph yunwyjwpnudp b ywhtunmwynpnedp

GlwunLptnh, hwpeptpwunLptnh pwiph W yGppuwywlu wpunwnpwuph
wwhGuunwynpdwl hwyhpé Uywpwagpnie)ntuubpp™ UbpwntGind bdnwnnudp,
Jwpuwuwnhlup, pwgpnnnudp W wwhwwuncdp:

utpddJwé Unptbph W wpunwnpwuputph ywnwywnpndp:

7. Nphwyh huyncdp

w. Upunwnpuwwnwpwoépnid hpwwuwgynn npwyh huydwu gnpénitubnipjwu
Uywpuwagpnipjntup” Ubpwnjw] $hghywywl, phuhwlwl, JwupEkwpwlbwywu W
yGUuwpwlwywu ptuptnp:

8. Fw2huntdp, pnnnpubipp, wpnwnpwuph ptipnLpjncuutipp W hGwnjwugtpp

1) Fw2funcdp (wpunwnpnnh ywwnwupiwbwwnynepjwl Ukppn hpwwuwgynn pw2hudwl
gnpépupwglutpp)

w. Uju puytpnrpyntuutph nmhwtpp (UGdwdwh hpwgdwu [hgtughwjh hpwydwuwnbn W
wjju) L inGnwywynudp (ypnwyuwiywu dhnepyncu, UdGphyuwyh Uhwgjw| Lwhwuqutp W
wyju), nnnug Jwwnwwnpwnpyned £ wpunnwnpwlup wjn wpnwnpwunwnpwdphg:

p. Upnnwnpwlup unnwgnn jnLpupwlgnp uwwnnn juquwybpwnipjwu wpunwnpnnhg
nGn unwuwinL gnpénLubinLpjwl opnhuwywunceyntup hwywuwnbint hwdwp Yhpwnynn
hwdwlwpqgbnph Uywpwagpnipjnlubtnn:

g. SGnwhnpudwl ywuinwd yuwjdwulutph (pGpdwunhdwuh nhunwpydwu/dGpwhuydwu
W wyu) wwywhnydwu Gpw2huwynpdwlu hwdwnp Yyhpwnynn hwdwywngbnph hwdwnnun
UywnpuwagpnipynLun:

n. Upurnwnpwuph pw2hudwu hGun yuwwdwéd ywpunwynpnepynctuubpp W hpwgdwl
wdpnng 2npwjntd hGunlGihnipjwlu wwywhnydwU JdGpnnubnp:

G. Upunnwnpwuph ny opnhuwwu 2npwlwnnipjwl 2npw uGppwthwlugbipn uwuhubin
nLnnnLpjwUp aGnuwnpyywé dhpngwnnidubnp:

2) Fnnnputipp, wpnwnpwuph ptpnipyncuubpp W hEnjuwlgp



Pnnnpubph, wpunwnpwuph pGpnipjntluGph W hGuinywugtnph hGun yuwwwod

w2 huwwnwupwhu hwdwywnpgbph hwyhpé UywpuwagpnipeniLup:

9. LGpphu unnLgnLdp

w.LGpphUu unnigdwlu hwdwywnpgh hwyhpé Uywpwapnipntup™ 262unnwinptind bwhunpn
wWwluwjhu nhinwpynwdubph dwdwuwly gnuinhutph punpnoejwl swhnpn2hgsubph,
anpéuwyuwl wwydwuwynpywdnipintuutph W nLnnhg anpénnnipjntuutnh
hpwywuwgnrdp:
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