§1746.3 Phac Po Cho Cac Dwoc Si Cung Cap Naloxone Hydrochloride

M6t duoc si cung cap naloxone hydrochloride theo muc 4052.01 cua B¢ luat Kinh doanh va
Nghé Nghiép phai dap ng cac yéu cau caa muc nay.

(a) Nhu duoc st dung trong muc nay:
(1) “Opioid” (Chat dang thudc phién) nghia la cac thudc chira thude phién ¢ nguon gbc tu
nhién ciing nhu céac opioid tong hop va ban tong hop.A
(2) "Nguoi nhan" 1a ngudi dugc cung cip naloxone hydrochloride.

(b) Pao tao. Trudc khi cung cip naloxone hydrochloride, nhirmg dugc si sir dung phac db nay
phai hoan tat thanh céng it nhat mot gio chuong trinh gido duc thuong xuyén di dugc phé
duyét chuyén vé céch sir dung naloxone hydrochloride bang tat ca cac duong ding thuée
dugc cong nhan trong tiéu muc (c) (4) cua phac d6 nay, hoac mot chuong trinh dio tao theo
gi4o trinh twong dwong duoc hoan thanh trong mot truong dugc dugc hoi dong céng nhan.

(¢) Phac dd cho cac Dugc si Cung cip Naloxone Hydrochloride. Trudc khi cung cap naloxone
hydrochloride, dugc si phai:
(1) Kiém tra nguoi nhan tiém nang bang cach dat cac cau hoi sau:
(A) Nguoi nhan tiém nang hién c6 dang sir dung hoac c6 tién sir sir dung opioid tréi
phép hoic theo toa hay khong. (Néu nguoi nhan tra 10i co, dugc si co thé bo qua
cau hoi kiém tra B.);
(B) Nguoi nhan tiém ning cé tiép x(c vaéi ai st dung hoac c6 tién sir s dung opioid trai
phép hoic theo toa hay khong. (Néu nguoi nhan tra 10i c6, duge si c6 thé tiép tuc.);
(C) Nguoi s& dugc cho dung naloxone hydrochloride c6 tién sir qua man véi naloxone
hay khong. (Néu nguoi nhan tra 101 co, dugc si co thé khdng cung cap naloxone.
Néu nguoi nhan tra 101 khong, duge si ¢ thé tiép tuc.)

Céc cau hoi kiem tra s& c6 sin trén website cia Hoi dong Dugc bang cac ngdn ngir thay thé
danh cho nhirng bénh nhan st dung ngdn ngir chinh khéng phai la tieng Anh.

(2) Pao tao nguoi nhan cach phong chéng, nhan biét, phan wng khi sir dung opioid qua liéu,
va cach dung thudc giai doc naloxone.
(3) Khi cung cap naloxone hydrochloride:

(A) Dugc si phai cung Cap cho nguoi nhén 161 khuyén va thong tin thich hop V& san
pham duoc cap, bao gom liéu lugng, hiéu qua, tac dung phu, diéu kién bao quan,
th(yrl han sir dung, va d6 an toan. Nguoi nhan khong duoc phép tir chdi su tu van can
thiet.

(B) Dugc si phai cung cap cho ngudi nhan bat ky ngudn thdng tin c6 san va/hoic gidi
thi¢u cac nguon thich hop néu ngudi nhan to ra quan tam dén viéc diéu tri nghién,
cac dich vu phuc hdi, hodc cac nguon xtr ly thudc tai thoi diém nay.
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(C) Dugc si phai tra 10i bat ky cau hoi ndo ma nguoi nhan c6 thé dua ra lién quan dén
naloxone hydrochloride.

(4) Lua chon San pham: Duoc si phai tu vin cho ngudi nhan céch lua chon dudng ding
thudc dua trén cong thac ¢6 san, nd co thé duoc dung tét thé ndo, thiét 1ap, va béi canh
dia phuong. Duoc si c6 thé cung cap naloxone hydrochloride & dang tiém bép, xit mii,
may chich tu dong hoic trong mot hinh thac san pham khac duoc FDA chap thuan.
Duogc si ciing ¢ thé dé xuat cac vat dung tiy chon khi thich hop, bao gom bong tam
con, mat na hd hap cap ctu va ging tay cao su.

(5) Ghi nhan: Duogc si phai ghi nhan naloxone hydrochloride phu hgp véi luat phap va cac
quy dinh. Nhan mac phai bao gom ngay hét han dbi voi hydrochloride naloxone dugc
cung cap. Vi du vé viéc ghi nhan thich hop c6 sin trén website cia Hoi dong Dugc.

(6) T Théong tin: Dugc si phai cung cap cho nguoi nhan mot ban sao caa to théng tin
naloxone hién hanh da duoc Hoi ddng Duoc phé duyét. To thdng tin nay s& co san trén
website ciia Hoi ddng Dugc bang cac ngdn ngir thay thé danh cho bénh nhan sir dung
ngdn ngir chinh khdng phai 1a tiéng Anh.

(7) Thong bao: Néu ngudi nhan naloxone hydrochloride ciing 1a ngudi s& dugc cho ding
naloxone hydrochloride thi nguoi nhan naloxone dugC xem la mot bénh nhan cho cac
muc dich cta phac d6 nay va théng bao cé thé duoc yéu cau theo muc nay.

Néu bénh nhan c6 su déng y bang loi ndi hodc van ban, thi duoc si phai théng bao cho
béc si cham séc chinh ctia bénh nhan vé bat ky (cac) loai thudc va/hoic (céc) thiét bi
duoc cap, hodc nhap cac thong tin thich hop vao mot hé thdng hd so bénh nhan duoc
chia sé vai bac si cham soc chinh, theo su cho phép cua bénh nhan va bac si cham soc
chinh do.

Néu bénh nhan khéng co béac si cham soc chinh, hodc chon khong dong y thong bao, thi
dugc si phai cung cip mét ghi chép bang van ban (cac) thudc va/hoic (cac) thiét bi
duoc cap va khuyén bénh nhan tham khao y kién cia mot bac si cham soc stc khoe
thich hgp do bénh nhan lya chon.

(8) Tai liéu: Mdi san pham naloxone hydrochloride duoc cung cap boi mot dugc si theo
phéc d6 nay phai duoc ghi vao ho so dung thude danh cho ngudi nhan naloxone, va
duoc luu trit an toan trong hiéu thudc xuit xir hoic co s chiam soc stc khoe trong thoi
gian it nhat 1a ba nam ké tir ngay phat thuéc . Ho so dung thudc phai dugc luu trit trong
mét dir liéu tu dong hodc phuong thuc ghi chép bang tay dé céc thdng tin can thiét theo
tiéu dé 16, cac muc 1707.1 va 1717 cua Bo luat Quy ché California ludn san sang trinh
ra duoc trong gid 1am viéc binh thudng cua hiéu thude hoic co so.
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(9) Tinh riéng tu: Tét ca cac duoc si cung cap naloxone hydrochloride tai mot hiéu thudc
hodc co s& cham soc strc khoe phai 1am viéc theo cac chinh sach va quy trinh caa hiéu
thuoc hoac co s d6 dé dam bao tinh bao mat va riéng tu cua ngudi nhan luon duoc duy
tri.

Cén ctr: Myc 4052.01, B Luat Kinh doanh va Nghé Nghiép.
Tham khao: Muc 4052.01, B6 Luat Kinh doanh va Nghé Nghiép.
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