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ATTP cia BATT. Két qua nghién cliu cho thay,
ddi véi Chi cuc An toan vé sinh thuc phdm can
ti€p tuc tdng cudng céng tac kiém tra, giam sat
cac diéu kién ATTP cua BATT KCN; tang cudng
truyén thdng nhitng vdn ban mdi dé nang cao
nhan thdc cla doanh nghiép. DGi vGi doanh
nghiép c6 BATT KCN, can duy tri cong tac tu
kiém tra, gidm sat, ndng cao nhan thlc cla
ngugi ch€ bién va thuc hién tét cac bién phap
phong chdng dich bénh COVID-19.
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PHA CHE THEO PO'N VA THUOC PHA CHE THEO PON AN TOAN,
HIEU QUA, THAN THIEN LA CO' SO KHOA HOC CUA NIEM TIN
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TOM TAT

Pa tir 1du dci, bd ba Bac S|/Benh nhan/Dugc si
(BS/BN/DS) hgp tac chdt ché dé ra mdt don thudc tuy
chinh phl hgp bénh nhan. Dudgc si pha ché ra dang
thudc cho BN, dich vu nay dudc goi la pha ché theo
dan (PCTD). Dudgc, vdi di san 50 thé ky phuc vu nhan
loai, da dugc céng nhan nhu nhiing ngénh nghé tuyét
V@i, c6 vai tro quan trong trong hé thong cham soc y
te Trong qua trlnh phuc vu dac luc do, cling c6 nhu’ng
rdi ro tiem an gay hau qua cho ngudi dung thudc véi
nhifng nguyén nhan cling da tim ra. Mac du nhiing rui
ro 1a nho so véGi phan I6n hiéu qua & lgi ich PCTD
mang lai, nhung khong hé xem nhe nén da co cac
bién phap khong ché khéc phuc dugc dat ra va thuc
hlen dé phong ngtra, han ché& va loai trir nhing tai hai
Xay ra khong mong mudn. Nhirng thong tin trinh bay
trong bai nay la minh chiing lam co s6 khoa hoc &
thuc tién xdy dung & cing c6 niém tin vao PCTD &
thuGc PCTD an toan, hiéu qua, dé s dung, dé tuan
theo phac d6 diéu tri & than thién, dé chinh la muc
tiéu cua bai bao nay.

Tur khoa. Pha ché theo don (PCTD) & thudc PCTD.
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COMPOUNDING AND PHARMACEUTICAL
COMPOUNDING ARE THE SCIENTIFIC
BASIS OF FAITH

For a long time, the doctor/patient/pharmacist trio
worked closely together to create a customized
prescription that was tailored to the patient.
Pharmacists make up the form of medicine for the
patient, this service is called Compounding &
Pharmaceutical Compounding. Pharmacy, with its
heritage of 50 centuries of service to mankind, has
come to be recognized as of the great professions that
plays an important role in the health care system. In
the process of such effective service, there are also
potential risks for drug users with known causes.
Although the risks are small compared to most of the
effectiveness & benefits of Compounding &
Pharmaceutical Compounding, it is not taken lightly, so
corrective measures have been put in place and
implemented to prevent and limit and eliminate
unwanted harm. The information presented in this
article is evidence to serve as a scientific & practical
basis to build & strengthen confidence in
Compounding & Pharmaceutical Compounding which is
safe, effective, easy to use, easy to follow treatment
regimens & friendly, that is the goal of this article.

Keywords: Compounding, Pharmaceutical
compounding & Compounding pharmacy

I. AT VAN DE
VGi hang trdm ndm lich st phuc vy nhan loai,
Dugc- ma PCTD la goc ré cua nghé Dugc da

dugc cdng nhan nhu nhitng nganh nghé tuyét
V@i, Vi tri, vai tro va su dong gop cla PCTD vao
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hé thong cham séc stic khde cdng dong ngay
nay cling dd dugc khdng dinh va la mot phan
quan trong cua chat lugng cham soc y té [1,7,8].
Trong qua trinh thuc hanh PCTD da c6 nhitng rui
ro tiém an gay tai hai cho ngudi ding thubc. Su
viéc nay da dugc ban thao tranh luédn, dan dau &
Hoa Ky va di dén quy dinh cac dugc si tham gia
vao viéc PCTD, dac biét la trong viéc pha ché cac
thudc v6 tring (CSP) mirc do rui ro cao, phai cd
nang luc vé ky nang va thuc hanh cla ho theo
cac yéu cau cua lién bang, tiéu bang va chucng
797 USP (la thuc hanh t6t pha ché thudc-GCP)
do dé bado vé dudc bénh nhan va tinh chuyén
nghiép cta dugc[10], va cac nudc c6 PCTD
cling da cd ban hanh va thuc hién GCP [4-6]. VGi
nhitng thdng tin tdng hop trong bai bao s& lam
cd s@ khoa hoc cho viéc xay dung & cing c6
niém tin vao PCTD & thudc PCTD an toan, hiéu
qua & than thién, va tao dong luc thic ddy PCTD
phét trién phuc vu CSYT ngay cang hiéu qua, do
la muc tiéu cua bai bao nay.

Il. BOI TUQNG VA PHU'ONG PHAP NGHIEN CU'U

Phuong phap: Thuc hién bai bdo nay ching
toi da van dung phuong phép Téng quan md ta
(Narrative review)- http://journals.sagepub.com/
doi/abs/10.1177/1468794111413227) ti nhiing
thong tin dang tai trén cac tai liéu tin cdy, cac
tap chi chuyén nganh uy tin (ISI hodc Scopus)
cla nhiéu nudc trén Thé gidi, dién hinh 1a cac
nudc da va dang thuc hanh PCTD.

Po6i tugng: PCTD & thuéc PCTD
(Compounding, Pharmaceutical compounding &
Compounding pharmacy)

Két qua: Tong hop, phan tich va danh gia
cac thong tin dang tai theo cac tai liéu tin cay,
tap chi chuyén nganh uy tin (ISI hodc Scopus)
cla nhiéu nudc trén Thé gidi, dién hinh la cac
nudc da va dang thuc hanh PCTD [1-9], két qua
thu dugc la:

1. Péng goép cua PCTD & thudc PCTP da
dugc xa hoi cong nhan. Bé day lich s hang
nhiéu tram nam phuc vu nhan loai cia Nganh
Dugc noi chung, pha ché thuGc truyén thong -
PCTD & thu6c PCTD ndi riéng da co nhitng céng

hién dang ké (nhu mot di san cho dén ngay
nay)[7]. TU khi nén cong nghiép Dudc ra ddi &
phat trién cung cip lugng 16n cac dang thudc,
cac loai thu6c ra thi trudng, thi da c6 mot thai
gian “bang di- nhu thé “xép lai”, vi nhiéu ly do.
Nay nhu cau tich cuc tim kifm mot phuong phap
cham soc sic khée ca nhan tét han nira, “Ca
nhan hoa suc khde - Personalising Health”, véi
cac dugc si va bac si dac biét la BS lam sang
ludn ludn ding trudce thir thach 1am thé nao dé
c6 thudc diéu tri tot nhat cho ngudi bénh, cung
vGi su hgp tac cd hiéu qua cua bo ba BS/BN/DS
dé pha ché thudc theo don tuy chinh phu hgp
theo nhu cau & yéu cau clia moi ngudi — PCTD &
thu6c PCTD da dong vai tro quan trong clia chat
lugng CSYT [1], PCTD va dugc phdm la mdt
phan quan trong cua hoat dong CSSK da dugc
FDA va Toa an T6i cao chinh thifc xac nhan [8].

2. Rai ro, nguyén nhan da dugc phat 19,
da tim ra giai phap kiém soat phong ngtra.
Ciling nhu' Y khoa, thuc t€ cho thay co rat nhiéu
thanh tuu khoa hoc cdng hién cho nhan loai, rat
nhiéu déng gdp cho su nghiép CSSK vao bao vé
stiic khoe con ngudi, nhung ciing khong tranh
khoi nhitng su cd/rti ro xdy ra do nhiing ly
do/nguyén nhan khac nhau nhu: Su c6 y khoa
do nham tén ngudi bénh; do thong tin ban giao
clia CBYT khong day du; do sai sét dung thudc;
do nham lan lién quan t&i phau thudt (nham vi
tri, nham phuong phap, nham ngudi bénh)[9].
D6i véi PCTD, mac du thuc hanh PCTD la viéc
lam quan trong, can thiét va déng gop quy gia
vao viéc CSSK da dudc ghi nhan[1,8,11], nhung
c6 nhitng rui ro tiém an dang k& trong nhiing
nam gan day. Thut té cho thay, FDA da biét han
200 tac dung phu tir nhitng nam 1990 dén 2003;
71 san phdm PCTD khac nhau d& tham gia vao
nhitng su kién nay. Mac du con s6 nay thuc su
kha thap so vdi s lugng don thudc tang Ién
hang ngay trong moét thdi gian kéo dai, nhung
khéng thé bd qua nhitng rdi ro an toan nay, da
s6 gdp vao cac thudc vo khuan (CSPs). Cac
nguyén nhan dan dén nhitng rdi ro [8], dugc
tom tat trong Bang 1.

Bang 1. Cic nguyén nhdn din dén nhiing rii ro di & cd thé gip

TT | Nguyén nhan

Vi du

Nhiém khuan

1. O Pittsburgh, vi nhiém vi khuan trong thu6c nho mat indomethacin da gay
ra nhiém tring & 12 bénh nhan va 2 bénh nhan bi mat mat B
2.Tai Nebraska, mét bénh vién da pha tron dung dich tim mach bi 6 nhiém
gay ra cai chét ctiia bon bénh nhan.
1 3. California: do vi khuan da chét vi viém mang ndo do tiém betamethasone
va & Bac Carolina, 1 phu nir chét va 3 ngudi khac bj viém mang ndo do ndm
do tiém methylprednisolone hgp chat bi 6 nhiem.
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2 Tinh toan

1. mét dugc si da tinh toan sai lugng clonidine thich hgp cho bénh nhi, dan
dén qua liéu gay doc.*

1. fenteramine va phenfluramine, dugc ké don cling nhau dé giam can (“fen-
phen”), gay tn thuong tim dang ké.

3 ',2::8'6?35 2. Tudng tu, Baycol, mot statin chong cholesterol, dugc phat hién la gay ra
cac van dé vé gan khi dugc ké don két hgp vdi gemfibrozil, mét loai thudc
ha cholesterol khac.
o on 1. mét s& san pham thudc chi 6n dinh trong pham vi pH, t°, d6 &m d&c biét
thay déi tuy d5i Véi thusc kha inh
4 | thudc vao do A e 01 vdi thuoc khang sin s A
5n dinh 2. Huang liéu co thé thay doi do pH cua chat long, sau do cd thé gay ra su

phan huy thanh phan hoat tinh.

* Clonidine, mét loai thuéc chGng co giat doi
khi dugc sir dung dé diéu tri rdi loan thiéu tap
trung G tré em, cd chi sO diéu tri hep, nghia la
lifu lugng phai dugc tinh todn chinh xac dé diéu
tri hiéu qua dong thdi tranh doc tinh. Trong
truGng hgp nay, dudc si da tinh toan sai lugng
dudc chat thich hgp, dudc si da thay thé miligam
cho microgam, mot sai s6 daon gian nhung gay ra
hau qud nghiém trong. MOt miligam tuong
dugng vdi 1000 microgam. Bénh nhan nhan
dugc lieu manh hon 1000 lan so vdi liéu lugng
thich hop.

** Dugc si PCTD doi khi phdi hgp cac thudc
dé tdng su tudn thu cta bénh nhan. Thuc hanh
nay mang lai nhiéu Igi ich vi su thi€u tuan tha
cla bénh nhan gay ra mot ty 1é 16n cac trudng
hgp that bai trong diéu tri, nhung viéc két hgp
cac loai thudc co thé gay nguy hiém nhu trén 13
mot vai vi du dé€ canh tinh ngudi DS phéi hét sirc
than trong, can nhdc, tinh todn trugc khi tién
hanh pha ché.

Nhirng rui ro lién quan dén PCTD nhu da biét,
Tuy nhién, nhitng rdi ro nay da dugc chlfng minh
la do khd khan trong viéc cung cap dich vu cham
soc y té chua day da cho cdc nhdm bénh nhéan
nay, ho khong dugc dap 'ng cac nhu cau dam
bao quan ly chit ch& cac san phdm. Quy dinh
(vé thuc hanh t6t pha ché& thudc (GCP) nhdm

phong nglra rui ro, trdnh nhirng tai hai cho ngudi
dung), 1a céch thich hgp nhat d€ PCTD an toan
va hiéu qua. Quy dinh thich hgp nén tap trung
vao bac si / bénh nhan / dugc si, bo ba cung cap
mot I16p bao vé an toan cho bénh nhan déng thai
cling nhan ra tam quan trong cla thuc hanh to6t
PCTD (GCP) déi vai sic khoe bénh nhan [8,10].
Cuoc hoi thao vé van dé nay & Hoa ky, da di dén
quy dinh cac dugc si tham gia vao viéc PCTD,
dac biét la viéc pha ché cac thudc vo trung
(CSPs) murc d0 rui ro cao, phai co nang luc vé ky
nang va thuc hanh cta ho theo cac yéu cau cua
lién bang, tiéu bang va chuong 797 USP (GCP)
do dé bao vé dugc bénh nhan va tinh chuyén
nghiép cua Dugc [10].

3. Thuc hanh tét pha ché theo don
(GCP) nham Phong ngtra rai ro, dam bao
thudc chat lugng, an toan, hiéu qua, kinh
té va than thién. Cac nudc xay dung GCP sau
[4-6] thudng tham khao hodc dua theo hai
chugng <795> va <797> USP cla Hoa ky [2,3],
la nudc xudt ban & thuc hién dau tién trén Thé
gidi. Tuy rang GCP clia moi nudc dugc bién soan
theo phong cach riéng clla moi Qudc gia, nhung
tuu trung déu cé chung nhitng ndi dung, diéu
khoan, quy dinh hay tiéu chuén tudng déng cén
ban/chd chét, c6 thé tém tt vao mét bang s6 2
trong khudn khé ctia mdt bai bao.

Bang 2(").
TT | NGi dung Yéu cau
- S& lugng: dam bao du dé thuc hanh cdng viéc cla co s6
1 T6 chiic | - Chat lugng: Pudc danh gid dam bao chuén nang luc chuyén nghanh, cd trach
nhan s | nhiém, cd tinh than hoc héi, hgp tac & sang tao
- Pugc dao tao, huan luyén GCP
- Vi tri: Xa ngi c6 nguy cd 6 nhieém, thuan tién giao thong,
Cos3vat |- LVIé’E béng: dl:! dién tich, Eé'p x€p hqplly’/: dat TTB, dung cu thuan tién st dung,
chat dé ve sinh, phong pha cr)e, khc? uu )tru,.:A. o o )
2 - Khong gian: thong thoang, dam bao diéu kién vé sinh cho thuc hién cac chirc
nang cho phép
- Pay du chang loai phu hop yéu cdu pha ché cac dang ché pham dat chéat
3 Thiét bi, | lugng theo yéu cau, ...
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dung cu

- Chét lugng thiét bi dam bao rang khong anh hudng ché pham
- Thao tac thuan tién & de dang vé sinh theo SOP

Nguyén vat

- Dugc chat, ta dugc & cac NVL khac phai cé ngudn goc xudt sir r6 rang, han s
dung (xa cang tot), cd ho s kem

- Ghi chép day du

4 | lieu (NVL) | - Nén st dung mdt ngudn cung cip dn dinh dat chuan, uy tin
HB so tai | Pay du hod sd pha ché, , cac SOP,
5 iy - HO sa theo doi qua trinh thuc hanh pha ché, déng gdi & xuat

(*) Theo GCP “dai dién”: ctia Hoa ky [2,3], Canada [5,6] va clia Malaysia [4,4'].

e Ngoai ra, ¢ nudc con nhan manh thém: Tu
van bénh nhan (muc 13 clia <795>); Tu thanh
tra (chugng 9, Malaysia GCP); Khi€u nai, thu hoi
(chugng 8, Malaysia GCP & Muc 4 cla <795>).

e Su khac nhau gilta pha ché thu6c vo tring
va khong vé trung:

Viéc pha ché& céc san phdm vd truing bao gém
cac bién phap kiém soat nghiém ngat hon (nghia
la, danh giad chat lugng khdng khi, kiém tra d6 vo
trung cla san pham, dao tao nhan su va thi
nghiém ky thuat vo trung, v.v...) nghiém ngat
hon pha ché cac san phadm khdng v triing.

Hoa ky cé riéng Chuong <797> USP [3].
Canada [6] c6 riéng Model Standards for
Pharmacy compounding of Non-hazardous Sterile
Preparations [4]. Malaysia GCP c6 Phu luc 1. [47].

- Theo Chuong <797> USP: tan suét t&i thiéu
dé lam sach va kh(r tring dudc tom tit & bang 3.
Bang 3.

Khu vu'c

ISO Class 5 Kiém
soat ky thudt chinh
(chdng han nhu
lubng khong khi tang
ban lam viéc)

Tan suat toi thiéu
. Bat dau moi ca
. Trudc khi pha ché
. Cr 30 phat mot lan
tinh trong khi pha ché
. Khi b& mét bi 6
nhiém

Quay va bé mat lam . Hang ngay

| Ké Iuu trir | Hang thang |
Trich tor TLTK s6 [3]: Pharmaceutical
Compounding - Sterile Preparations. In: United
States Pharmacopeia and National Formulary
(USP 36-NF 31). Rockville, MD: The United
States Pharmacopeia Convention; 2013:39-79.
- Theo GCP Malaysia, Bang 4 Giam sat vat ly
Bang 4. Tan sudt khuyén nghi cua giam
sat vat ly
Ta dong laminar
(LFC) / Ta an toan
Biohazard (BSC):
Chénh léch ap suat gilra [Trudc khi bat dau cong
cac phong viéc, hang ngay
Chénh Iéch ap suat qua [Trudc khi bat dau cong
cac bo loc HEPA (may) viéc, hang ngay
N o Hang quy G trang thai
DEm hat (ti€u phan) hoat dong
Tan suat
Trudc khi bat dau cong
viéc, hang ngay
Kiém tra truc quan moi

Tan suat

BO cach ly:
Chénh léch ap suat qua
cac bo loc HEPA
Tinh toan ven cla gang

tay céph ly phién
Trudgc khi t_)Aat dau cong HSng tuan
viéc,

Trich tr TLTK s6 [4]. Good Compounding

viéc Practice, 1% Edition,2018, Phu luc 1: Bang s6 2, trg. 38

Tang . Hang ngay _ - Theo GCP Canada: Cac thong s6 chirc ndng

Tudng Hang thang cua mgt onngAtrL(dc khlAdung chun_g de; pha ché

Tran Hang thang cac ché pham vo trung khdng nguy hiém & bang 5.
Bang 5

Cac thong s6 chirc nang sau day phai dudc dap (rng:

1 Phong trudc phai dugc gilt 6 ap sudt duong so véi ca phong sach dé pha ché cac loai thudc
ddc hai va cac khu vuc khdng dugc kiém soat lién k& véi phong trudce.

5 Chénh Iéch ap suat it nhat phai la 5,0 Pa (tuong dudng véi cot nudc 0,02 inch)
so vGi cac khu vuc lan can.

Hé théng thdng bao phai dugc cai dit trong moi may do ap suét dé canh bao cho nhan vién
dugc khi chénh léch ap sudt sai léch so véi thong s6 ky thuat.

Chat lugng khong khi ISO Class 7 phai dugc duy tri trong phong trudic khi van hanh diéu kién nang dong.

Phai cé it nhat 30 [an thay ddi khéng khi mai gi (ACPH). Tuy thudc vao djén tich ctia phong
va sO lugng ngudi lam viéc trong dod, s6 lugng ACPH nhiéu han co thé dugc yéu cau.

|l 0 || W

Nhiét d6 cta phong trugc phai nho han hodc bang 20 °C, cd tinh dén su thoai mai cia nhan
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vién sau khi tat ca quan ao trong phong sach (bao gobm ca PPE) da dugc mac. Thudc cd t° bao
quan khong dugc vugt qua 25 ° C.

Luu y: Khdng cb yéu cau vé dd 8m tuong d6i; tham khao cac khuyén nghi cia Canada Hiép hdi
Dugc si Bénh vién.

ISO = T6 chirc Tiéu chudn hda Quéc t€; PPE = thiét bi bao vé ca nhan.

Trich tir TLTK s6 [6], GCP Canada Bang 4, trg.24.

IV. BAN LUAN

Xa hdi da cd biét bao thay d6i qua cac thdi
dai hang tram nam qua, cling nhu nganh Y,
nganh Dugc da trai qua nhiéu cudc cach mang,
da hoc dugc nhiéu diéu, nhiéu thlr, va cling da
phai loai bd nhiéu th 10i thdi, lac hdu cta no.
Vi muc dich phuc vu nhan loai, Nganh Dugc noi
chung, PCTD ndi riéng da cé nhitng céng hién
dang ké nhu mét di san cho dén ngay nay cho
su’ nghiép CSYT cho nhan loai. N6 da dudc cong
nhan nhu mét trong nhitng nganh nghé tuyét vai
[7]. FDA va Toa an T6i cao da chinh thirc xac
nhan: PCTD la mot phan quan trong cla hoat
ddng chdm sdc strc khoe va dugc pham [8]. Tuy
nhién, trong qud trinh hanh nghé da c6 nhiing
rGi ro tiém an, khdéng an toan cé cho ngudi
bénh, méc du véi ty 18 nhd so véi tong thé cling
khéng thé xem nhe. Nhung khdng vi th€ ma xda
bo, tim ra dugc nguyén nhan va cé cach phong
nglra, khac phuc, trudc hét vé con ngudi, ngoai
su’ hgp tac chat ché véi BS, ngudi DS phai co
nang luc chuyén mon dugc dao tao, dao tao lai,
dao tao lién tuc va thuc hanh theo GCP nhu mot
sO nudc da xudt ban thuc hién [2-6]. Ca trong Y
khoa cling khong tranh khéi nhirng su c6 dang
tiéc xay ra, do nhiéu nguyén nhan [9]. Viét nam
c6 Thong tu s6 19 /2013/TT-BYT va nhiéu quy
dinh khac. Hy vong sé cd Hudng dan Thuc hanh
tot pha ché theo don (GCP) nhu da c6 GMP ap
dung cho san xuét Dugc pham.

V. KET LUAN

Ddng gdp clia PCTD cho céng cudc CSYT con
ngugi da dugc xa hoi cong nhan. RUi ro la hién
hiru cling nhu su ¢6 trong Y khoa la kho tranh
khéi. Theo phuong trdm “phong bénh han chira
bénh”, ngoai y thdc trach nhiém, dao dirc nghé
nghiép, hop tac thuan thao clng BS, ngugi DS
hay nhitng nguGi thuc hanh PCTD vd&i chuyén
mon nghé nghiép, dudc dao tao, tu dao tao, dao
tao lién tuc, c6 du nang luc vé kién thirc, ky
nang va ca nghé thuat, thuc hanh theo hudng
dan thuc hanh tét pha ché PCTD (GCP), sé la
dam bao an toan cho cho nguGi dung thudc
PCTD nhu nhiéu nudc da di trudc trong nhitng

290

nam gan day [2- 6]. Tam vic nghé nghiép pha
ché thudc sé tiép tuc phat trién trong tucng lai vi
di san va truyén thong phuc vu tuyét voi nay
dugc truyén tir ngudi thay sang ngudi hoc viéc,
tir thay sang tro, tir cha sang con, cho mai sau [7].
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