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Tém tit:

Nguoi chiu trach nhiém chuyén mén vé duoc tai co sé ban 1é thudc giik vai tro trung tam trong bao dam hoat
dong kinh doanh duwoc tuan thu phap ludt va bdo vé quyén loi hop phdp ciia ngueoi sir dung thudc. Tuy nhién,
thue tién dp dung cho thdy van ton tai nhitng bat cdp trong phan dinh pham vi trach nhzem giita nguoi chiu
trach nhiém chuyén mon, chii cor so va nguor triee tiép thiee hién hanh vi vi pham Bai viét sit dung phu"ong phap
phan tich quy pham, tong hop thue tién va so sanh phap ludt dé phan tich hé thong cdc quy dinh vé trach nhiém
hanh chinh, dan si, hinh sy va trach nhiém nghe nghiép cua ngum chiu trach nhiém chuyén mén vé duwoc.
Trén co so danh gid thue tién va chi ra viebng mdc, bai viét dé xudt cdc kién nghi hoan thién phdp ludt, gép
phan cung cdp ludn cir khoa hoc cho hoat ddng hodn thién phdp ludt dwoc, hwéng téi ndng cao hiéu qua
quan Iy nha nuée va bao dam quyén dwgc sik dung thudc an toan, hop 1y ciia nguoi dan.

Tir khéa: ngueoi chiu trach nhiém chuyén mén vé duoc, co sé ban 1é thudc, trach nhiém phdp 1y, phdp ludt.

Legal responsibilities of the pharmacist in charge of professional practice in
drug retailing: Current status and recommendations for improvement

Abstract:

The pharmacist in charge of professional practice at a drug retail establishment plays a central role in
ensuring legal compliance in pharmaceutical business activities and protecting the legitimate rights and
interests of medicine users. With the expansion of pharmaceutical distribution systems and increasing
requirements for service quality, the legal responsibilities attached to this position have become more
specifically regulated. However, practical implementation reveals persistent shortcomings in delineating
the scope of responsibility among the pharmacist in charge, the establishment owner, and the individual
directly committing a violation. Several provisions remain inconsistent and have not kept pace with evolving
forms of misconduct, thereby creating difficulties in inspection, supervision, and enforcement. This study
employs normative legal analysis, a synthesis of practical experience, and comparative legal research to
examine regulations governing the administrative, civil, criminal, professional, and ethical responsibilities
of pharmacists in charge. Based on an assessment of current practice and the identification of existing
legal obstacles, the study proposes recommendations for improving the legal framework, contributing a
scientific basis for reforming pharmaceutical law, enhancing the effectiveness of state administration, and
safeguarding the public s right to the safe and rational use of medicines.

Keywords: pharmacist in charge of professional practice, drug retail establishment, legal responsibility,
pharmaceutical law.
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1. it van dé

Bao dam su dung thudc an toan, hop 1y va hiéu qua 1a mot trong nhitng muc ti€u trong tdm cua chinh
sach y té qudc gia. Trong chudi cung ung thudc, co sé ban 1é thudc 12 mit xich cudi cing, truc tiép dua
thudc dén tay ngudi sir dung. Chat lugng hoat dong ciia co s& ban 1¢ thude khong chi anh huéng dén hidu
qua diéu tri ma con tac dong truc tiép dén suc khoe cong dong va hiéu qua quan 1y nha nudc. Vi vay,
phép ludt doi hoi mdi co sé ban 16 thude phai c6 mot ngudi chiu trach nhiém chuyén mén vé duoc - day
1a chtrc danh bat budc, 1a diéu kién tién quyét dé co s& dugc cip phép hoat dong.

Thoi gian qua, cting v&i su phat trién nhanh chong vé s lugng co s ban 1é thude, tinh trang vi pham
phap luét trong linh vuc nay dién bién phuc tap. Cac hanh vi nhu ban thudc khong dung quy dinh, kinh
doanh thubc khong ré ngudn goc, vi pham quy dinh vé bao quan, hay hién twong “cho thué chung chi
hanh nghé&” khong chi gy mét an toan cho ngudi ding thudc ma con dit ra yéu cau cap thiét phai nghién
ctru toan dién dé 1am rd co s¢ phap 1y, danh gia thuc trang 4p dung va dé xudt giai phap hoan thién nham
nang cao hiéu lyc quan 1y nha nuéc, gop phan bio vé quyén duoc sir dung thude an toan, hop 1y cta
ngudi dan.

2. Co s6 1y luan va phap ly

2.1. Khdi nigm va dic diém phdp Iy ciia ngwoi chiu trach nhiém chuyén mén vé dwoc

Nguoi chiu trach nhiém chuyén mén vé dugc tai co so ban 1¢ thudc 1a c¢a nhan ¢ chimg chi hanh nghé
dugc, dap ung cac diéu kién vé trinh d6 chuyén moén va thoi gian thyc hanh theo quy dinh, chiu trach
nhiém t6 chirc, quan 1y va giam sat toan b hoat dong chuyén mén ciia co s. V& ban chat phap 1y, day l1a
chu thé dic thu, dong thoi chiu sy didu chinh cta nhiéu nhém quy pham phap luét khac nhau.

So véi cac nhan sy khac trong co s&, ngudi chiu trach nhiém chuyén mén c6 4 dic diém phap 1y noi
bat:

Thit nhat, day 1a chirc danh bat budc, 1a didu kién tién quyét dé co s¢ duge cdp Gidy chimg nhan du
diéu kién kinh doanh dugc (Piéu 33, 34 Luat Duoc 2016). Su ton tai hop phap cua co s gin lién voi su
hién dién ctia chi thé nay.

Thir hai, trach nhiém ctia ho mang tinh doc 1ap tuong d6i so véi chit co sé. Diéu nay thé hién rd qua
cac quy dinh tai Didu 13 va Diéu 18 Nghi dinh 54/2017/ND-CP. Néu chii co s chiu trach nhiém vé diéu
kién kinh doanh (mit bang, von, trang thiét bi), thi nguoi chiu trach nhiém chuyén mén chiu trach nhiém
ddc 1ap vé chat luong chuyén mon cua toan b quy trinh. Hai pham vi trach nhiém nay tuy c6 giao thoa
nhung khong trung khép hoan toan.

Thir ba, trach nhiém ctia nguoi chiu trach nhi€ém chuyén mén mang tinh lién tuc va toan dién trong
sudt qua trinh hoat dong cta co s& kinh doanh duoc. Ho phai giam sat va bao dam viéc tuan thi cac quy
dinh chuyén moén ¢ tat ca cac khau, tir kiém soat nguén thudc, bao quan, thuc hién cac nguyén tdc Thuc
hanh tét co s ban 1¢ thuéc (Good Pharmacy Practice - GPP) dén tu van, cAp phat va ban thude cho nguoi
dan. Pham vi trdch nhiém nay khoéng gidi han & mot cong doan riéng 1é ma bao trum toan by quy trinh
chuyén mon cuia co so.

Thuw tu, trach nhi€ém phap 1y cua ho cé thé chuyén hoa tir hanh chinh sang dan sy, tham chi hinh su
tly theo tinh chat, mic d¢ va hau qua ciia vi pham. Pay 1a dic diém thé hién tinh rii ro phap 1y cao cta
chtrc danh nay.

2.2. Vai tro trong hoat dong bdn 1é thuéc

Trong mo6 hinh quan 1y duoc hién dai, nguoi chiu trach nhi€ém chuyén moén la cau nbi gilta co quan
quan 1y nha nuéce, co so kinh doanh va ngudi bénh. Vai trod cua ho thé hién & 4 khia canh: (i) bao dam
cung tng thudc ding quy dinh, ngin chin thudc gia, thudc kém chat lwong xam nhap thi trudong; (ii)
huéng dan st dung thudce hop 1y, an toan cho ngudi bénh; (iii) to chirc duy tri didu kién Thyc hanh tét co
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s& ban 1¢ thude (GPP); va (iv) 1am dau mdi phdi hgp véi co quan chirc nang trong thanh tra, kiém tra va
xu ly sy ¢ thudc. Hiéu qua hoat dong ctia chu thé nay c6 anh hudng truc tiép dén chét luong cham séc
sirc khoe cong dong.

2.3. Khung phdp Iy diéu chinh

Trach nhiém phép 1y ctia ngudi chiu trach nhiém chuyén mén duge didu chinh bgi hé thdng vin ban
da ting, bao gom: Luat Dugc s6 105/2016/QH13 (nén tang); Nghi dinh 54/2017/NB-CP va Nghi dinh
s6 155/2018/ND-CP vé diéu kién kinh doanh dugc; Thong tu s6 02/2018/TT-BYT vé GPP va Thong tu
s6 07/2018/TT-BYT hudng dan chi tiét kinh doanh dugc; Nghi dinh sé 117/2020/ND-CP vé xir phat vi
pham hanh chinh trong linh vuyc y té; BO luat Dan sy 2015 (trach nhiém boi thuong thiét hai); Bo ludt
Hinh su 2015, sira d6i 2017 (cac toi danh lién quan). Su giao thoa cua nhiéu nganh ludt cho théy trach
nhiém phap Iy cua chu thé nay khong chi gidi han trong khudn khd hanh chinh ma con tiém an cac rii ro
phap 1y nghiém trong khac.

3. Thyc trang quy dinh phap luét vé trach nhiém phap 1y

3.1. Trach nhiém hanh chinh

Day 1 loai trach nhiém phat sinh phd bién nhat, khi ngudi chiu trach nhiém chuyén mén khong thuc
hién hodc thuc hién khong day dii nghia vu quan 1y chuyén mén. Cac hanh vi vi pham dién hinh gom:
ving mit trong thoi gian co s hoat dong; khong duy tri diéu kién GPP; ban thudc ké don khong c6 don;
kinh doanh thudc khong rd ngudn gbe, hét han sir dung. Ché tai ap dung co6 thé 1a canh cdo, phat tién,
tuéc quyén sir dung ching chi hanh nghé c6 thoi han.

Tuy nhién, thuc tién ap dung phat sinh vudng miéc 16n trong viéc xac dinh chu thé chju trach nhiém
chinh. Nghi dinh 117/2020/NB-CP c¢6 nhirng diéu khoan nhim vao hanh vi ciia c4 nhan ngudi quan ly
chuyén mén (nhu Piéu 57 vé vi pham quy dinh GPP), nhung ciing ¢6 nhiing diéu khoan xir phat chung
d6i vai co s¢ (nhu Diéu 58 vé vi pham quy dinh ban 1é thudc). Khi mot nhan vién truc tiép ban thube ké
don khong c6 don, cAu héi dit ra 1a xir phat nhan vién d6, ngudi quan ly chuyén mén (vi 16i buong long
giam sat), hay chu co so (vi 16i trong t6 chirc quan 1y)? Su chong 1an va thiéu tiéu chi phan dinh rd rang
giira cac diéu luat dan dén tinh trang 4p dung khong thdng nhat giira cac dia phuong. C6 noi chi xir phat
co s0, c6 noi xt phat ca nguoi chiu trach nhiém chuyén moén vdi cung mét hanh vi vi pham, gay ra nhitng
tranh cai phap 1y khong dang co.

3.2. Trach nhié¢m din sy

Trach nhi€m dan sy phat sinh khi hanh vi vi pham gay thi¢t hai thyc té vé stc khoe, tinh mang hoac
tai san ciia ngudi sir dung thude (vi du: cip nham thude, tu van sai cach ding, ban thude chong chi dinh).
Luat Duoc 2016 (Piéu 5) quy dinh co s& kinh doanh dugc phai bdi thudng thiét hai cho nguoi ding thube
theo quy dinh ciia phap luat dan sy. B luat Dan sy 2015, tai Didu 597 (bdi thuong thiét hai do nguoi
ctia phap nhan gay ra) va Diéu 600 (boi thuong thiét hai do nguoi 1am cong gay ra), 1a co s& dé xac dinh
nghia vu bdi thuong.

Van d& phap 1y ndm & quan hé ndi bo: sau khi chu co s¢ bdi thuong cho bén bi hai, liéu ho c6 quyén
yéu cau nguoi chiu trach nhi€ém chuyén moén hoan tra toan by hay mat phén? Phap luat hién hanh chua
¢6 quy dinh rd rang v& van dé nay. Viéc xac dinh trach nhiém hoan tra phu thudc vao ban chat cia mbi
quan h¢ lao dong hoac hop déng dich vu gitra hai bén. Néu nguoi chiu trach nhiém chuyén moén la nguoi
lam cong hudng luong, viéc 4p dung Piéu 600 BLDS c6 thé dan dén viéc ho chi phai hoan tra mét phﬁn,
tham chi khong phai hoan tra néu 15i 12 15i hé thong do chu co s& gy ra. Nguoc lai, néu hai bén ky két
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hop ddng dich vu chuyén mén, pham vi trach nhiém s& dugc xac dinh theo thoa thuin. Khoang trong
phap 1y nay khién viéc giai quyét tranh chap noi bo tré nén khé khan. Thém vao do, viée chirng minh méi
quan hé nhan qua gitra sai s6t chuyén mon va thiét hai la rat phuc tap, dac biét khi ngudi bénh c6 bénh
1y nén hodc sir dung ddng thoi nhiéu thude. Dicu nay 1y giai vi sao s6 vu kién dan sy lién quan dén trach
nhiém cia duoc si tai nha thudc trén thuc té con rat han ché, nhung khéng vi thé ma giam di tinh chét rai
ro phéap 1y tiém an.

3.3. Trach nhiém hinh sw

Trach nhiém hinh s chi dit ra khi hanh vi c6 mirc d6 nguy hiém cao cho xi hoi. Péi véi ngudi chiu
trach nhiém chuyén mon, cac t6i danh cé thé bi truy ctru bao gdm: Tdi san xuat, budn ban hang gia la
thudc chita bénh, thudc phong bénh (Piéu 194 B6 luat Hinh su 2015); Toi vi pham quy dinh vé kham
bénh, chita bénh, san xuit, pha ché thube... gay hau qua nghiém trong (Diéu 317); va T6i kinh doanh trai
phép hang hoa 1a thubc chira bénh (Piéu 318).

Trén thuc té, phan 16n vi pham dugc xir Iy & giai doan hanh chinh; viéc chuyén hd so sang truy ctu
hinh su d6i v6i ca nhan nguoi chiu trach nhiém chuyén mén khong nhiéu. Nguyén nhan chinh nim & kho
khin trong chiing minh yéu t6 15i ¢b y. D6i v6i cac t6i danh nhu budn ban thube gia, nha lam luat doi
ho6i ngudi pham toi phai “biét r3” hodc “cd ¥ thyc hién hanh vi. Trong mo hinh nha thudc tu nhan, quyét
dinh nhap thudc thudng do chi co sé dwa ra, nguoi chiu trach nhiém chuyén mén cé thé chi déng vai tro
thu dong hoac bi dong tuin theo. Viéc chiing minh ho “biét 16” vé nguf")n géc bat hop phap cua thude 1a
rat kho khan, dan dén tinh trang bo lot toi pham hodc chi xir Iy duge chii co s¢. Pay 14 16 héng can dugc
nghién ctru dé hoan thién chinh sach hinh sy trong linh vuc dugc.

3.4. Trdch nhi¢m nghé nghiép va dao dirc

Bén canh trach nhiém phép 1y, ngudi chiu trach nhiém chuyén mén con bi rang budc béi cac chuin
muc dao dirc hanh nghé dugc. Do 1a viéc dat an toan ctia ngudi bénh 1€n trén loi ich kinh té, tu van trung
thuc, tir chdi ban thude khi cé nguy co giy hai. Trong bdi canh canh tranh thuong mai ngay cang gay git,
ap luc loi nhuan khién khong it nguoi hanh nghé xem nhe chuin muc nay. Vi pham dao dtc nghé nghiép,
tuy kho dinh lugng dé xu phat, lai 1a nguyén nhan sau xa din dén cac vi pham phap luat.

3.5. Danh gid chung

Hé thong phap ludt Viét Nam d3 timg budc hinh thanh co ché diéu chinh trong dbi toan dién dbi véi
trach nhiém cta nguoi chiu trach nhiém chuyén mon. Tuy nhién, ndi 1én 3 han ché c¢ét 16i: (i) ranh gi6i
trach nhi€m gitta chtl co s& va nguoi chiu trach nhiém chuyén mon chua minh bach, dac biét trong cac
quyét dinh mang tinh kinh doanh nhu nhap thubc; (ii) thiéu ving co ché kiém soat rai ro ndi bd va co
ché bao vé nguoi lam chuyén mon trude cac sirc ép thuong mai bat hop phap tir cha co so; (iii) thuc tién
thanh tra, kiém tra va 4p dung ché tai thiéu théng nhét do cic quy dinh con chong 1an vé chu thé bi xir
phat. Kinh nghiém quéc té, nhu mé hinh “Responsible Pharmacist” ciia Vwong quéc Anh hay quy dinh
ctia Thai Lan, cho thay viéc phap luat quy dinh rd trach nhiém phap 1y cong cta duoc si phu trach véi co
quan quan 1y nha nuéc (c6 nghia vu tir chdi va bao cao khi nhan chi thi sai trai) 1a chia khoa dé giai quyét
mau thuan giita chuyén mon va loi nhuan.

4. Thyec tién ap dung va kién nghi hoan thién

4.1. Thuec tién dp dung va nhitng bit cip
Thuyc tién thanh tra, kiém tra tai cac dia phuong cho thay ton tai phd bién tinh trang ngudi chiu trach
nhiém chuyén mén chi “dung tén” trén gidy phép, khong thuc sy diéu hanh hoat dong chuyén mén. Day
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1 hé qua cua hanh vi “cho thué” hodc “muon” ching chi hanh nghé. Bat cap nay bit ngudn tir viéc thiéu
co ché giam sat hiéu qua su hién dién thyc té va cong viéc chuyén mon hang ngay cua ho.

Mot van dé nghiém trong khac 1a su bat cap trong phan dinh trach nhiém, thé hién rd qua tinh huéng
dién hinh sau: Mot duge si dai hoc dugce thué 1am ngudi chiu trach nhiém chuyén mén tai nha thudc.
Trong qué trinh kiém ke, duoc si phat hién mot 16 thudc sép hét han sir dung va co diu hiéu khong 1o
ngudn gdc. Duoc si da 14p bién ban va bao cdo bang vin ban cho chi co s, dé nghi tra lai nha cung cép.
Tuy nhién, chi co s¢ vi muc ti€u lgi nhuan da chi dao nhan vién ban tiép 16 thube d6. Khi co quan thanh
tra phat hién, cau hoi dat ra: Ai phai chiu trach nhiém chinh? Phap luat hién hanh c6 xu huéng quy két
trach nhi¢m cho nguoi chiu trach nhiém chuyén moén do vi pham nghia vy kiém soat chat luong, mac du
ho da thyc hién ding nghia vu canh bao nhungbi chu co sé khong quan tdm. Chua c6 co ché du manh dé
bao vé€ nguoi lam chuyén mon, cling nhu chua quy dinh 1o trach nhiém lién déi va vai tro chi muu cua
chu co s¢ trong nhiing vu viéc tuong tu.

4.2. Mjt s6 kién nghi hoan thién

Mot 1a, stra ddi, bd sung phap luat theo hudng phan dinh rd pham vi trach nhiém. Luat Dugc va cac
nghi dinh hudéng din céan quy dinh minh bach: nguoi chiu trach nhiém chuyén moén chiu trach nhiém vé
mit chuyén mén va quy trinh, con chi co so phai chiu trach nhiém chinh dbi véi cac vi pham xuét phat tir
quyét dinh quan tri, kinh doanh. Trong trudng hop ngudi chiu trach nhiém chuyén mén da c6 van ban canh
bao, phan d6i nhung chii co s khong tiép thu, day phai duoc coi la tinh tiét mién hodc giam nhe trach
nhiém cho ngudi 1am chuyén mén. Vin ban canh bao ndy cAn dugc guri va luu trit qua hé théng quan ly
duge qubc gia dé 1am bang ching phép 1y, tuong tu co ché bao cdo cua “Responsible Pharmacist” tai Anh.

Hai la, xay dung co ché giam sat dién tur sy hién dién va hoat dong chuyén mon. Ung dung cong nghé
s6 dé két ndi dir liéu nha thude voi hé théng quan 1y duoc quéc gia, cho phép xac thuc sy c6 mat cla
duoc si phu trach qua dinh danh dién tir khi duyét ban cac thudc thude dién kiém soat dic biét va thude
ké don. Tuy nhién, can ¢6 10 trinh ap dung phu hop: uvu tién trién khai trude tai cac chudi nha thude, cac
thanh phd 16n, sau d6 m& rong dan dén cac nha thudc tu nhan nho 1é. Dong thoi, phai c6 quy dinh bao
mat dit liéu ca nhan cua duoc si, ddm bao khong xAm pham quyén riéng tu.

Ba la, hoan thién quy dinh vé quan tri rai ro ndi bé. Déi vai cac chudi nha thude, phap luat can bat
budc x4y dung va van hanh quy trinh kiém soat ndi bd, quy trinh xir 1y sai s6t chuyén mén va co ché bao
cdo su cb bat budc. Dbi v6i cac nha thude doc 1ap quy mé nho, can cé huéng dan don gian héa, phu hop
v6i nang lyc quan tri, tip trung vao cac quy dinh c6t 161 vé kiém soat chat lugng va an toan thudc. Trong
moi mé hinh, ngudi chiu trach nhiém chuyén mén phai 1a trung tim ctia hé thong quan tri nay va c6 quyén
tir chéi thuc hién cac chi thi kinh doanh c6 nguy co vi pham phap luat.

Boén la, ting cudng ché tai va hoan thién co ché bdi thuong. Can nghién ctru bd sung ché tai hinh su
dbi v6i hanh vi “cho thué ching chi hanh nghé” gay hau qua nghiém trong, theo huéng quy dinh day Ia
mot tinh tiét dinh khung tang ning trong cac toi danh vé thudc hién hanh. Dong thoi, can c6 huéng dan
cu thé vé phuong phép xac dinh 15i chuyén mén va méi quan hé nhan qua trong cac vu kién dan su. Co
thé giao cho Hoi dong chuyén mon do So'Y té thanh lap thuc hién giam dinh trong cic vu viéc tranh chip.
biéu nay da co co so phap ly tai Piéu 26 Luat Giam dinh tu phap, nhung can dugc cu thé hoa bé‘mg mot
quy ché riéng trong linh vuc duoc.

Ném la, d6i méi cong tac dio tao va thanh tra. Luat Dugc 2016 (Piéu 16) di quy dinh dao tao lién
tuc 1a diéu kién dé duy tri ching chi hanh nghé, nhung thyc tién thuc hién con hinh thirc. Can ¢ co ché
giam sat chit luong dao tao va ché tai nghiém khic hon ddi v6i cac trudng hop khong dap tng yéu cau.
Cong tac thanh tra cin chuyén manh tir “kiém tra gidy to” sang “kiém tra quy trinh va thuc hanh”, két
hop thanh tra dot xuat va ung dung cong nghé thong tin trong phan tich dir liéu vi pham dé phat hién cac
dauhiéu bét thuong.
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5. Két luan

Hoat dong ban 1é thudc 1a khau cudi ciing, ¢6 ¥ nghia quyét dinh trong viéc bao dam str dung thudc an
toan, hop 1y. Trong d6, ngudi chiu trach nhiém chuyén mén vé duoc giir vai trd trung tim, khong thé thay
thé. Két qua nghién ctru cho thiy, phap luat Viét Nam di tao lap duoc mot khung phap 1y nén tang nhung
van con nhitng 16 hong dang ké trong viéc phan dinh trach nhiém, co ché giam sat va tinh du phong cia
ché tai. Trén co s& phén tich thuc trang, bai viét dé xuit hé thdng giai phap dong bo tir hoan thién phap
luat, tng dung cong nghé sb, dén ddi moi co ché quan tri va thanh tra. Viéc hoan thié€n phap luat vé trach
nhiém ctia ngudi chiu trach nhiém chuyén mén khong chi 13 yéu cau tat yéu dé niang cao hiéu luc quan ly
nha nuéc, ma con 1a giai phap cin co dé xay dung mot hé thong phan phdi thuéc minh bach, an toan va
bén vitng, dap ung yéu cau bao vé stc khoe nhan dan trong giai doan mgim
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