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Thyc trang chinh sich quoc gia vé quan ly
va ddm bao chat lwgng phuong tién tranh thai
tai Viét Nam

Hia Thanh Thiy, Nguyén Thi Hai Lé, Nguyén Thanh Huong

Trong béi cdnh nguon cung cdp phuong tién trdanh thai (PTTT) cho Viét Nam c6 nhiéu thay déi (hé tro
qudc t& gidm manh; ngan sdch nha nudc han ché), thi truong ty do PTTT da va dang cé nhitng chuyén
bién nham ddp 1ing nhu cdu ngay cang tdng ciia cdc nhém déan cu. Thite trang bdo dong vé viéc khong
dam bdo chat luong PTTT & thi truong tw do hién nay doi héi phdi cé nhitng chinh sdch kiém sodt sin
phdm nay. Vi muc dich tim hiéu thuc trang chinh sdach qudn 1y, ddm bdo chdt lugng PTTT tai Viét
Nam, nghién ciiu sit dung phuong phdp nghién ciiu ban gidy (ra sodt cdc vén bdn chinh sdach con hiéu
lic) va dinh tinh (phdng vén sdu 14 doi tugng la cdc nha hoach dinh chinh sdch, dai dién cho cdc don
vi thite thi chinh sdch va cdc bén lién quan) duoc tién hanh tir thang 10/2014 — 5/2015, sit dung phan
mém NVIVO7 dé phan tich thong tin. Két qud, viéc phan chia PTTT theo co quan qudn 1y con chua ré
rang va cé su chong chéo. Trong khi khung chinh sdch vé qudn 1y va ddm bdo chdt luong thudc tranh
thai khd ddy dii, con khodng tréng I6n déi vdi nhém dung cu trdanh thai. Nang luc hé thong ddm bdo
chét lugng PTTT con han ché. Can cé van bdn phdn loai ré rang vé cdc co quan qudn li PTTT va co
ché phdi két hop gitia cdc co quan; xdy dung, hoan thién hé thong vdn bdn qudn li va ddm bdo chdt
lwong PTTT & tdt cd cdc khdu, ddc biét luu Y dén nhém dung cu tit cung. Pong thoi, cé nhitng chinh
sdch nham tang cuong ndng lic (vat lyc va nhan luc) cho hé thong hdu kiém PTTT.

Tir khéa: phuong tién trdnh thai, ddm bdo chdt luong, khung chinh sdch, chinh sdch quéc gia, ké
hoach héa gia dinh.

An assessment of the national policy framework
on management and quality assurance of
contraceptives in Vietnam

Hua Thanh Thuy, Nguyen Thi Hai Le, Nguyen Thanh Huong

In the context that international aid for contraceptive supplies has been significantly reduced and the
national family planning programs could cover only the needs of certain groups, the free market has
been developing to cover contraceptive needs of the others. Therefore, there is an increasing need to
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develop and implement a national policy on management and quality assurance contraceptives for end-
users. This research was conducted from 10/2014 — 5/2015, using a desk study and qualitative in-depth
interviews with 14 key informants (policymakers, policy-implementers and stakeholders) and NVIVO7
software for analysis. The current classification of contraceptives based on responsible government
agencies is unclear and overlapped. The policy framework on management and quality assurance of
contraceptive drugs is quite complete whereas there are major policy gaps in the policy of contraceptive
devices. The capacity of quality assurance system of contraceptives is very limited and needs to be
strengthened. Based on the findings from this review, recommendations are made for improving the
policy framework on management and quality control of contraceptives in Vietnam as follows: develop
additional policy documents to clearly assign responsibilities of contraceptive management (either as
drug or devices) to managing institutions and establish an effective collaboration mechanism among
government managing agencies, complete the system of policy documents to manage and control
quality of contraceptives in all phases; enhance human resource and technical capacity for post

market surveillance system.

Key words: contraceptives, quality assurance, policy framework, national policy, family planning

Tac gia:

Trudng Pai hoc Y t&€ Cong cdng

1. Pit van dé va muc tiéu

Trong bdi cidnh ngudn cung cip phudng tién
tranh thai (PTTT) cho Viét Nam cé nhiéu thay dsi
nhu hién nay (ngudn hd tr¢ qudc t€ gidm manh;
ngudn ngin sdch nha nudc han ché), thi trudng tu do
ddi véi cdc san pham trdnh thai da va dang c6 nhitng
chuyén bi€n nhiim d4p ing dugc nhu ciu dang gia
ting vé st dung cdc phuong tién trdnh thai clia cic
nhém dan cu [4]. Sy phat trién cta thi trudng tu do,
dic biét d6i v6i cac PTTT, ludn doi hdi c6 nhitng
chinh sich qudc gia quy dinh va thyc thi chit ché
viéc sadn xudt, nhap khiu, Iuu trit va phan phdi cdc
PTTT @€ kiém sodt dugc chat lugng, nhim ddm bio
hi€u qud trdnh thai va bdo vé€ stic khde ngudi su
dung. Bai hoc tir bao cao su chat lugng kém hay cau
chuyén vé PTTT khong 16 ngudn goc dit ra nhitng
cdu héi vé céc chinh sdch quin 1i vi ddm bdo chat
lugng hién nay & Viét Nam. Nghién cidu nay dugc
thuc hién v6i su hd trg k§ thuat va tai chinh ctia Quy

dan s6 Lién hiép qudc (UNFPA) nhim mo t& thuc
trang cdc vin ban huéng din/chinh sdch qudc gia vé
quan 1y va ddm bdo chat lugng PTTT tai Viét Nam.

2. Pdi tugng va phuong phap nghién citu
Phuong phdp nghién ciiu:

Ap dung phuong phdp nghién cttu ban gidy
(desk study) va nghién cttu dinh tinh theo hai giai
doan:

Giai doan 1: Nghién citu ban gidy: Thu thap,
tdng hgp (mapping) cdc chinh sich vé& sin xuat,
nhip kh&u, luu tri, phén ph6i PTTT; chinh sach
ddm bao chat lugng PTTT va mdt s6 bdo cdo vé
thuc trang quan 1i vd ddm bdo chat lugng PTTT.

Giai doan 2: Nghién ctu dinh tinh: Phong van
sau (PVS) dai dién cdc bén lién quan nhim lam rd
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cdc thong tin thu thap dudc & giai doan 1 va tim hiéu
quan diém, dé xudt clia cdc bén lién quan vé diém
manh, di€m yé&u, co hdi, thach thifc clia cdc chinh
sdch quan li vd ddm bdo chat lugng PTTT.

2. Pdi tugng nghién cifu

Déi tugng nghién citu ban gidy:
- Cdc van ban phdp luat/chinh sdch dang con
hiéu Ivc vé san xudt, nhap khiu, luu trit, phan phoi

va ddm bdo chit lugng PTTT trong vong 10 nim
(tr 2004).

- Cdc bdo cdo/sd liéu vé tinh hinh nhap khiu,
sn xudt, phan phdi, chat lugng va cong tdc ddm béo
chat lugng cdc PTTT trong vong 5 ndm (tir

Phuong phdp xit Iy va phén tich 56 liéu

Céc vin ban/chinh sach v& PTTT sau khi dugc
phan cip tir cao dén thip (theo thd tyu: ludt/phdp
1énh ctia Qudc hodi, nghi dinh/quyét dinh ctia Chinh
phti, thong tu lién tich, thong tu/quyét dinh clia cdc
B0 nganh, cong vin huéng din) sé dugc dua vio ma
tran tdng hgp chinh sich (Bdng 1). Tiép theo, phan
tich tinh trang ban hanh vin ban (da ban hanh/chua
ban hanh/da ban hanh nhung hét hiéu lyc), mot s&
ndi dung chinh clia vin ban lién quan téi PTTT dé
tir d6 xdc dinh khodng trong chinh sdch; nhitng khé
khin, thuin 1di c6 thé gdp khi thuc hién cdc vin
bén trén.

Bdng 1. Ma trén chinh sdch

2009).

Céc viin ban/chinh sach quan Iy PTTT

Phén loai PTTT
0 . 3 . ) ; Chung Cic giai doan
Tong cdng c6 43 vin ban quy pham phép P—
R . N Lo s oz AL ing ky N
1 hinh sdch va 25 bdo ¢ cr t ’ Nhp khau 5 | Nhap khiu
ugtic ' sach va > bio cdo dudc ra SOt |4 oo luu hanh Phan | Luu i/
trong nghié€n ciu nay. thai San xuht C;Elc vé’n Sin xudt Ding ky phdi | Bdo quin
trong nugc | ban/chinh XU 1y hanh
sdch ve - -
Dor tuong nghién ciu dinh tinh: Nhap khgu | PTTT n6i [PAneky |y hhan
Dung cu chung luu hanh Phan | Luu trit/
. , A trdnh thai | g3, xuat . . |bangky phdi | Bdo quin
bo6i tugng phong van sdu PVS dugce lua trong mide Sanxudt || -

chon chu dich, véi tiéu chi 1a dai dién céc cd
quan, t6 chiic tham gia vdo viéc ban hanh
hodc thyc thi chinh siach, qui dinh lién quan
dén san xuat, nhap khau, luu trit, phan phdi
va ddm bdo chat lugng PTTT. P&i v6i mdi co quan/
t6 chiic, Iva chon 2 ddi tugng trong d6 1 ngui 1a 1anh
dao va 1 ngudi la nhan vién hodc phu trach bo phan
chuyén trach, dudc chia thanh cdc nhém sau:

- Nhém cdc t8 chite hoach dinh (ban hanh) va
gidm sdt thuc thi chinh sdch: Cuc Quén ly Dudc,
Vu Trang thi€t bi va Cong trinh y t& (TTB&CTYT),
Téng Cuc Dan s6 - K& hoach hod gia dinh (DS-
KHHGDP), Téng cuc Hai quan, Vu Stic khde Ba me
- Tré em (SKBM-TE).

- Nhém nhitng don vi va cd nhan thyc thi chinh
sach: Doanh nghiép Dudc va trang thiét bi y t&
(TTBYT), nha thudc tai Ha Ngi (2 PVS).

- Bén lién quan khéc: T8 chitc phi chinh phii
(hoi KHHGD).

S6 PVS da thuc hién thyc t&€ 1 14 (Vu SKBM-
TE va Téng cuc Hai quan chi thyc hién 1 PVS ddi
véi lanh dao do thong tin thu dugc da bao hoa).

Céc chinh sich ddm bdo chat lugng PTTT

Cic s6 liéu/bdo cdo vé tinh hinh sdn xuit, nhap
kh&u, luu trit vad phan phdi PTTT dugc phan tich
thong qua cédc chi s6 phdn dnh vé chit lugng PTTT
nhu: s6 lugng san phim vi pham chat lugng, ty 1&
doanh nghiép dugc/TTBYT dat tiéu chuin theo quy
dinh hién hanh...

Thong tin dinh tinh tir cdc cuoc PVS dugc ghi
Am, gd bing va phan tich theo chd dé bing phan
mém Nvivo7. C4c thong tin dinh tinh thu dugc & giai
doan 2 s& dudc doi chi€u, so sdnh v6i két qué ra
sodt chinh sdch va phan tich s& liéu & giai doan 1.

Cdch phdn logi PTTT trong nghién ciiu

Trong nghién cttu nay, PTTT dugc phan thanh
2 nhém theo c¢d quan quan 1y: (1) Nhém thudc tranh
thai do Cuc Quén ly Dudc — B Y t& ciAp phép luu
hanh va quan ly: gdm cic loai thudc tranh thai (két
hgp, khin cdp, chi chita progestin, mi€ng ddn ngira
thai, que cdy duéi da, thubc tiém...) va cédc loai dung
cu ngira thai c¢6 chita hoat chat lam thudc (hormon...);
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va (2). Nhém dung cu t& cung do Vu TTB&CTYT
quédn 1y: gdm bao cao su nam, bao cao su nit, mang
am dao, mil t& cung, dung cu ti cung khong chira
hoat chat 1am thudc...

3. K&t qua nghién cifu

3.1. Thuc trang hé thong chinh sdch quoc
gia vé qudn Ii PTTT tai Viét Nam:

Tir viéc ra soat cac vin ban hién hanh vé quén 1y
PTTT, sau khi dua vao ma trian tng hgp chinh sach,
nhém nghién citu di so do hod hé thdng co quan va
chinh sich quén Iy PTTT & Viét Nam nhu sau:

B Yté B4 ban nganh khic (Céng
Theoag, Tiichinh...)

|. FHUONG TIEN TRANH THAI | e | =

) CTYT DEKHHGD
\ LN J
(" Thode | ( Dung cu
tranh thar trinh thai
JE ; .
Npoii Trong
Cac vin bin CTMTOQG CTMTOG

mpmuH Ii i

Sdn xudt ’—ii'i
Bring ki hrw
hinh
Port
Phiin phii ’—h&

Hinh 1. H¢ thong co quan qudn Iy va chinh sdch vé
nhdp khdu, sdn xudt, luu trit va phén phoi
PTTT tai Viét Nam

D6i chi€u véi cdc thong tin thu dudc tif cdc cude
PVS, nghién cttu di cho thay thyc trang khung chinh
sach vé quan 1y PTTT nhu sau:

3.1.1. Viéc phdn cong cdc co quan qudn Iy PTTT
chuta ré rang va chong chéo

Thit nhat, viéc phan cong cdc cd quan quan ly
PTTT chua rd rang: Méc du hién nay PTTT dang
dugc phan thanh 2 nhém theo c¢o quan quin 1y va
cap phép: nhém thudc trdnh thai thudc pham vi
quan 1y cia Cuc Quan ly Dugc va nhém dung cu
trdnh thai thuéc pham vi quén 1y cia Vu TTB &
CTYT, tuy nhién trén thuc t€, vin c6 mot s6 sin

phdm niim trong ranh gidi giita hai nhém nay, hodc
khong thudc nhém nao. Vi du, sdn phaim DCTT noi
ti€t t6 12 mot sdn phdm “ranh gidi”, c6 thé dugc
x&p vao c& hai nhém: thudc (do c6 chita hormon) va
TTBYT (do dic tinh sdn phdm 13 dung cu dugc dua
vao co thé). Khi trao d6i vé van dé nay, dai dién
lanh dao cla ca hai co quan quin ly nha nudc déu
cho riing, sdn phim nay thudc thim quyén quan ly
bdi co quan cla ho:

“Tat cd sdan phdm c6 chita hoat chdt lam thudc,
dit anh c6 & dang nao thi van la thuéc. Mudn luu
hanh tai thi truong Viét Nam phdi dvoc cdp phép bdi
co quan qudn 1y nha nuéc vé Duge titc la Cuc Qudn
1§ Duge”(PVS, Cuc Quan 1y Dugc)

“Thong thuong thi mdt mdt hang dugc xép vao
nhém nao la phdi dva trén ddc tinh chii yéu ciia
sdn phdm. Néu tdc dung trdnh thai la chii yéu la do
“dung cu” thi phdi xép vao nhém dung cu, con tdc
dung 1 do hoat chdt thi xép vao nhém thudc. Trong
truong hop nay, tdc dung ciia san phdm la do dung
cu thi phdi dugc xép vao nhém TTBYT” (PVS, Vu
TTB & CTYT)

Trong khi ¢6 nhitng san pham PTTT ma ca hai
cd quan déu mudn nhin quan 1y, lai c6 nhitng sin
phdm khong thudc pham vi cap phép bdi co quan
ndo, k& ca 1a nhitng san phdm da luu hanh trén thi
trudng trong thdi gian kha lau (trén 5 nim). Mang
phim trdnh thai (VCF- vaginal contraceptive film)
nhap khiu chinh 13 mot vi du dién hinh cho sin
phiam nay.

“...thuc tinh thi cdi nay [mang phim trdnh thai]
ciing khong diugc xép vao nhém thudc, ciing khong
hdn la dung cu trdnh thai nhw dung cu tit cung,
bao cao su... thé nén ching téi cling khong biét lam
sao...” (PVS, Qudn 1i doanh nghiép B).

Ly gidi cho hién tugng nay, dai dién Vu
TTB&CTYT cho biét, ké tir khi Phdp 1énh hanh
nghé Y dugc tu nhan nim 2003 hét hiéu lyc, chua
c6 vin ban thay th€ dua ra dinh nghia mot cdch cu
thé vé TTBYT, din dén viéc phan rd mot san phim
12 thuéc hay TTBYT con gip nhiéu khé khin cho
chinh T8 phéan loai Thudc — TTBYT:

“T6 phdn loai Dugc phdm va TTBYT da hoat
déng dugc 2 ndm nay, dd han ché dugc tinh trang
ciing logi sdn phdm liic dugc ddng ky & co quan nay,
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khi thi co quan khdc. Tuy nhién, viéc phdn logi ciing
khd la kho khdn vi chua c¢é van ban quy dinh ré vé
dinh nghia TTBYT” (PVS, Vu TTB&CTYT)

Bén canh sy khong ro rang, viéc qudn li cédc
PTTT con c6 su chdng chéo. Cu thé: néu PTTT la
thudc trdnh thai thudc chuong trinh muc tiéu qudc
gia v& DS-KHHGD sé& chiu qudn 1y bdi hai cd quan:
Cuc quan ly Dugc va Tdng cuc DS-KHHGP. Con
mot san phdm PTTT la DCTT dudc st dung trong
chuong trinh muc tiéu qudc gia sé& chiu quan 1y béi ca
Vu TTB & CTYT va Téng cuc DS-KHHGP. Thuc
trang chong chéo nay vira gay khé khin cho c¢d quan
quén ly, vira gy kho khin cho doanh nghiép:

“Thuéc trdnh thai cung ting thudc cho chiuong
trinh quéc gia vita phdi thdm dinh tiéu chudn & Cuc
Duigc, vita phdi theo quy dinh ciia chuong trinh quéc
gia. Cdc quy dinh nhiéu khi lai khong thong nhdt, rdt
la gdy kho khdan cho doanh nghiép ....” (PVS, doanh
nghiép dugc).

3.1.2. Khung chinh sdch qudn ly thudc trdnh
thai khd ddy di, tuy nhién con gdp khé khdn
trong qud trinh thuc hién

K&t qua ra sodt chinh sdch da cho thdy, cho dé€n
nay khung chinh sdch quin ly thudc néi chung va
thudc tranh thai néi riéng da dugc xAy dung kha day
di, bao gdm cédc vin ban tif cAp d6 cao (Luit Dudc
2005) dén cap do thap (thong tu, quyét dinh, cong
vin clia BO Y t&€, Cuc Quan ly Dugc), bao phd day
dd cdc ndi dung (cdc chinh sdch chung, cdc chinh
sdch d6i vdi tiing giai doan). Tuy nhién, cdc thong
tin thu dudc tit cdc cudc phdng van siu da cho thay,
mic di khdng c6 “khodng trong” chinh sich trong
linh vuc quan 1y thudc tranh thai, vin tdn tai nhitng
khé khiin khi dua cdc chinh sdch nay vao trién khai
thuc t&. Pic biét 1 quy dinh yéu cAu doanh nghiép
san xuat thudc tranh thai phai dat tiéu chusin GMP-
WHO (c6 diy truyén san xuat thudc hormon riéng
biét vdi cdc sdn pham khdc). Theo dai dién dén tir
Cuc Quén 1y Dudc, hién nay chi ¢6 1 doanh nghiép
Dudc dat yéu ciu nay:

“Hién nay & Viét Nam chi cé céng ty c6 phdn
Dugc phdm N. la dat theo ding tiéu chudn GMP-
WHO do céng ty nay chuyén cung ving thudc trdnh
thai cho chiuong trinh muc tiéu qudc gia, s6 lugng
sdn phdm bdn duoc rdt nhiéu, ddang dé doanh nghiép
dau tw. Cdac doanh nghiép khdc sdn xudt dé bdn trén

thi truong, s6 luong bdn han ché, lgi nhudn thu lai
khong thé bii lai chi phi bé ra dé xdy dung riéng mot
nha xudng sdan xudt thi ding la rdt khé dé thuc hién
quy dinh nay” (PVS, Cuc Quén ly Dugc)

3.1.3. Khung chinh sdch quan ly dung cu ti
cung con ton tai nhiéu khodng trong:

K&t qud ra sodt chinh sach da cho thdy, n€u nhu
trong linh vyc dugc (thudc tranh thai) hé théng cédc
vin ban quy pham phdp luit khd day dud thi trong
linh vuc TTBYT (dung cu trdnh thai) con ¢6 khodng
trong 16n vé chinh sich. Cu thé: (1) vin chua c6
vin ban quén ly chung, quin 1y giai doan sdn xuét
TTBYT (trong d6 ¢6 dung cu ti cung); va (2) chua
c6 vin ban quan 1y giai doan bdo quin va phan phdi
ddi v6i DCTT khong thudc pham vi chuong trinh
qudc gia DS-KHHGP. Ngay cd & giai doan nhap
kh4u va ding ky luu hanh, mic du két qua ra soat
cho thdy di c6 vin bdn quan 1y, két qua PVS lai cho
thiy cdc vin ban nay khong diy di va khong bao
ham hét cdc sidn pham:

“Theo quy dinh hién hanh vé nhap khdu TTBYT,
chi ¢6 vong trdnh thai mdi xin gidy phép ciia Bé
Y t&, cdc mdt hang khdc, vi du bao cao su, mang
phim trdnh thai, mii cé tit cung..., khong can xin gidy
phép nhdp khdu.” ... “Con pham vi diéu chinh ciia
Théng tu 07 huéng dan dang ky liu hanh san phdm
TTBYT thi chi bao gém TTBYT sdn xudt trong nidc,
khéng bao gom cdc TTBYT nhdp khdu”. (PVS, Vu
TTB&CTYT)

3.2. Thuc trang hé thong chinh sdch dam
bdo chat lugng PTTT tai Viét Nam:

Hé théng cd quan qudn 1y va chinh cdch dam
bao chat lugng PTTT trén thi trudng hién nay dugc
s6 dd héa nhu Hinh 2 (trang 174).

K&t qua ra sodt chinh sdch, phan tich s6 liéu thit
cap va phéng van siu cdc d6i tugng lién quan da
cho thay thyc trang quan 1y chit lugng cac PTTT tai
Viét Nam nhu sau:

3.2.1. Khung chinh sdch dam bdo chdt lugng
thuéc tranh thai da ddy dii va chdt ché tuy nhién con
han ché’lon trong ndng luc kiém tra chdt luong thudc

Thudc trdnh thai 12 mot trong nhitng mit hang
dugc phdm, vi vay chiu su quan ly cta Cuc Quén ly
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Co quan HE thong Co quan Co quan 3.2.2. Con t6n tal m6t
quén ly kiem quén ly kiém N .
nha nuc Biem nha nuge dinh khodng tréng 16n trong khung
chinh sdch ddm bdo chit lugng
Cuc Quin Vién kidm VuTTB & Vién Téng cyc Vu DCTT
1y Duge — nghiém thude CTYT TTB & DS- SKBMTE
BOY té trung wong CTYT KHHGD
| Ti Hinh 2 c6 thé thdy
Trung tim kiém Chi cyc T ta 4 1 O 5
Soy té nghiém duge oS g dung cu trdnh thai thudc nhém
phim m§ phim KHHGD 18 i 3 7
i o TTBYT hién chiu sy quan 1y
cia Vu TTB & CTYT va co
2 1/ A 9 d
Thanh tray té quan quan ly v€é y t€ ¢ dia
e Pl O ph;rdng, ch}}l su g1eim S.ilt,
| | kiém tra chat lugng cia Vién
- TTB & CTYT. Bén canh d¢,
Trong chwong trinh o N
] cdc dung cuy tranh thai ndm
P trong chuong trinh muc tiéu

quan ly PTTT
trong chuong

Cic vin bin hwéng din quin Ij cht Chura ¢6 vin bin huéng unC gia vé DS-KHHGD sé&
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Hinh 2. H¢ thong co quan qudn Iy va chinh sdch ddm bdo chadt luong PTTT

Dudc va cd quan quén ly vé y t&€ & dia phuong, chiu
su gidm sat, ki€ém tra chat lugng ctia hé thong kiém
nghiém thudc (trung uong, tinh/thanh phd), va chiu
st thanh tra chuyén nganh clia Thanh tra Y t&. Két
qud ra sodt chinh sich da cho thdy hé thong chinh
sdch ddm bdo chat lugng thudc tranh thai kha day
dd, da c6 cdc vin ban ki€m soat chat lugng thude
trdnh thai n6i chung va theo tirng giai doan, tir sdn
xuét, nhap khau, Ivu trit va phan phdi dén ngudi st
dung.

Ngoai ra, cdc két qud thu dugc tif cdc bdo cdo vi
pham chat lugng thudc trong ndm nam trd lai dy va
ké&t qué phdng van siu dai dién Cuc Quédn ly Dudgc
ciing cho thdy, chua cé trudng hop vi pham chit
lugng vé thudc tranh thai dugc phat hién:

“It nhdt trong 5 nam tré lai day, chua thdy cé
bdo cdo vi pham chdt lugng lién quan dén nhém
thudc trdnh thai.” (PVS, Cuc Quan 1y Dudgc).

Tuy nhién, cac thong tin thu dugc tir nghién ciu
dinh tinh lai cho thdy ning lyc ki€m nghiém nhém
thudc trdnh thai tai Viét Nam con rat han ché:

“Ngay cd tai tuyén trung wong viéc kiém tra chdt
lugng thudc trdnh thai van it khi dugc thuc hién do
thiéu chdt chudn ciing nhu cdc phuong tién k¥ thudt.
Con & tuyén tinh, ndang luc kiém nghiém thudc trdanh
thai gan nhu khéng cé cd vé vat luc va nhan luc”
(PVS, Téng Cuc DS-KHHGD)

N . A ” N e R
" chiu thém sy quin 1i va ki€m

soat chit lugng cia Téng cuc
DS-KHHGD (c4p trung uong);
chi cuc DS-KHHGD (cap
tinh) va Vu SKBM-TE (c4p trung uong); Trung tim
CSSKSS (cép tinh). Mic du da c¢6 hé thdng quan 1y
va ddm bdo chat lugng, k&t qua ra sodt chinh sdch va
PVS da cho thdy hé thong chinh sdch ddm bio chat
lugng cdc dung cu trdnh thai hién nay vin con nhiéu
khodng tréng & cd cdc vin bin va cd quan quén Iy.

Thi nhat, chura ¢6 cdc vin ban quy dinh chung vé
tiéu chuin chat lugng cho PTTT ngoai chudng trinh;
ddi véi PTTT trong chuong trinh mic du di cé vin
ban quy dinh tiéu chuin chit lugng nhung nodi dung
m&i chi bao haim mdt s san pham nhu vong tranh
thai, bao cao su, mang film trdnh thai. Va ngay ca khi
da c6 tiéu chudn ky thuat, viéc kiém tra chat luong
céc dung cu tranh thai nay con vo cling han ché:

“hién nay chi cé & tuyén trung wong la ton tai
co quan ddm nhdn chiic ndng kiém nghiém, kiém tra
chdt lugng DCTT, tuy nhién, cdc hoat ddng kiém
nghié¢m cia Vién TTB & CTYT hoan toan chua bao
phii dén nhém nay. Viéc kiém tra chat luong PTTT
van la do cdc doanh nghiép chii dong tién hanh”
(PVS, Vu TTB&CTYT)

Thit hai, cho dén nay van chua c¢6 vin ban nao
quy dinh viéc ddm bdo chit lugng PTTT ngoai
chuong trinh theo ting giai doan. P&i v6i PTTT
trong chuong trinh, chi ¢6 vin ban quy dinh vé ddm
bdo chit lugng trong giai doan bdo quan, luu trif va
phan phoi. Mic du vay, thong tin thu dudc tit PVS lai
cho thay, trén thuc t&, hé thong kho, luu, bio quén
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cdc PTTT ctia tuyén cd s& (huyén, x4) van con chua
ddm bao theo tiéu chudn va phu thudc 16n vao diéu
kién cd s vat chat cla tiing dia phuong:

“Quy dinh thi ¢é ddy nhung thyc t&'thi khéng kiém
sodt néi bén dudi cé lam diing nhu thé hay khong.
Diéu ki¢n co sé vat chdt tuyén huyén xd thi lam sao
ddm bdo viéc luu trit bdo qudn PTTT diing theo tiéu
chudn dugc” (PVS, Téng cuc DS-KHHGD).

Céc bdo cdo vé s6 lugng dung cu tif cung khong
dat tiéu chuin (chi thong qua viéc kiém tra bing
cdm quan) cling cho thdy thuc trang bdo dong vé
chat lugng dung cu t cung tai Viét Nam.

4. Ban luin

K&t qud nghién cifu da cho thdy c6 su khong
1d rang va chdng chéo trong qui dinh céc t6 chic/
don vi c6 nhiém vu quén 1y va ddm bao chat lugng
PTTT. Trong bdi cidnh hién nay, ngay cang c6 nhiéu
loai PTTT tranh thai ra d&i va mdi loai PTTT lai
dugc phat trién dudi nhiéu hinh thifc, madu ma khéac
nhau nhiim ddp ¥ng nhu ciu clia ngudi diing [4], néu
vin d€ tinh trang c6 nhitng sin pham khong thudc
pham vi quin 1y clia ¢d quan nao s& cang khi€n cho
chat lugng PTTT bi tha ndi. D€ gidi quyét dugc tinh
trang ndy, c¢6 hai ludng y ki€n dugc dua ra: Thi
nhit, mot s§ y kié€n cho ring vin nén tich PTTT
thanh hai nhém d€ quan 1y nhu hién tai, tuy nhién
can c6 sy phan chia, dinh nghia rd rang cic loai hinh
san ph?fm PTTT dé€ tao diéu kién cho viéc phén chia
quén 1i cling nhu cin x4y dung cd ch& phdi hgp tot
gifta cdc co quan, tranh tinh trang mau thuin giita
cdc vidn bdn cua cdc c¢d quan qudn ly khdc nhau.
Thit hai, mot s6 y kién khac lai cho ring, dé€ gidi
quyét tin gbc thuc trang “chdng chéo”, nén ching
quy diu mdi quan 1y toan bd PTTT cho mdt co quan
thudoc Bo Y t&. Trén thuc t&, cd hai md hinh trén
déu dudc 4p dung trén thé gidi. Trong 6 mo6 hinh
d4u tién phd bi€n ddi vdi hau hét cic qudc gia trén
th& gi6i, con md hinh thit 2 chi y&u duge 4p dung
ddi véi cdc qudc gia c6 Chinh sdch dan s6 KHHGD
tuong ty Viét Nam (Thdi Lan, Trung Qudc, Bolivia,
Bing-la-dét, An DPo...) [6]. Theo d6, ngoai cd quan
quan ly ding ky Ivu hanh thuéc B Y t&, con c6 thém
hé théng cd quan quan 1i hau cin toan bd PPTT (vi
du, Trung tim Cung cip va Phat trién PPTT & Trung
Qudc) s& quan i va ddm bdo chit lugng viéc thu
mua, luu trit, phan phdi, gid ca cla thi trudng PTTT
[6]. Trong khudn khd nghién cttu nay, chua thé dua

ra khuyé&n nghi vé cho Viét Nam nén theo m6 hinh
nio ma can cdc nghién citu sau hon vé van dé nay.

Qua viéc ra sodt cdc vin bdn phdp li trong nudc
lién quan dén PTTT, c6 thé thdy, hién tai khung
chinh sdch quan ly nhém thudc tranh thai tai Viét
Nam da dugc xay dung khd day dd va chit ché. Hé
thdng chinh sdch ndy dudc xay dung chi yéu dua
trén cdc quy dinh cda Hiép dinh Hoa hgp ASEAN
trong linh vyc Dugc va cdc Hi€p dinh thuong mai
khu vyc va toan ciu khiac ma Viét Nam da ky két
[7]. Tuy nhién, d€ dua cdc chinh sich d6 vio thuc
thi mot cdch c6 hiéu qud, cin nhiéu nd lyc hon nita
tlr tt cd cdc bén lién quan (nha hoach dinh chinh
sdch, nhom thyc thi, ngudi dan va cac t8 chiic trung
gian khéc...).

K&t qui nghién cttu ciing cho thidy hé théng
ddm bdo chit lugng thudc trdnh thai ciing di dudc
xdy dyng tif trung uong tdi dia phuong. Tuy nhién
nhitng han ch& vé mit ning lyc kiém nghiém di
khi&n cho cdng tdc ddm bdo chat lugng thudc trdnh
thai vAn chi 12 “hinh thitc”. Cic bdo cdo vé sO luong
kiém nghiém cic miu thudc trong 5 nim gan diy
clia Vién kiém nghiém thudc trung uong da cho
tha'y, nhém thudc tranh thai hdu nhu khong dugc
14y mAu trén thi trudng d€ ki€ém nghiém véi nguyén
nhin chii y&u 1a do thi€u chit chuin va khong di
d4p tng viéc kiém nghiém céc thudc tranh thai, dic
biét cdc thudc & dang bao ché phifc tap (thudc tiém,
que cdy, mi€ng ddn...) [5]. Do d6, thong tin khdng
¢6 thudc tranh thai ndo vi pham chat lugng trong
5 ndm trg lai diy cling chua phai 12 mot thong tin
cho thdy chat lugng thudc tranh thai tai Viét Nam
dugc ddm bdo. B4o cdo ctia Cuc Quan ly dugc vé s6
doanh nghiép sdn xuat thudc tranh thai trong nudc
da xay dung dugc diy truyén sin xuat thudc trdnh
thai riéng biét ciing chi dirng lai & con s& 1/8 doanh
nghiép [3]. Py rd rang 1a mdt con s& qué khiém t6n
dé c6 thé khing dinh thudc tranh thai trén thi trudng
Viét Nam hoin toan ddm bio vé mit chit luong.

Db6i v6i nhém DCTT, mic du két qud nghién
ctfu da cho thi'y & Viét Nam da hinh thanh hé thong
cd quan quan ly va kiém soét chit lugng, tuy nhién,
con nhiéu khodng trong va bat cip trong hé thong
chinh sdch qudn 1y va ddm bdo chat lugng ddi véi
san phdm nay. Piéu dé c6 thé dugc 1y gidi 1a do tai
thdi di€m nay, Viét Nam mdi ky két Hiép dinh Hoa
hdp ASEAN vé TTBYT (ngay 30/7/2014), trong d6
c6 cic quy dinh trong viéc xay dung khung chinh
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sich d€ quin ly va ddm bio chit lugng TTBYT
n6i chung va DCTT noi riéng [2]. Hy vong ring,
trong thdi gian t6i, khi Hi€p dinh dugc dua vao thuc
hién, khung chinh sdch qudn ly vd ddm bdo chat
lugng nhém DCTT s€ dugc xay dung va thi hanh.
Tuy nhién, cin lvu y riing, hién nay, chi ¢6 Thudc
trdnh thai va Dung cu t& cung 1a cdc PTTT thudc
Danh muc sdn phd&m, hang hoa c6 kha ning gy mat
an toan thu6c pham vi quin ly clda BO Y t€ theo
Thong tu 44/2011/TT-BYT [1]. Do d6, dé toan bo
PTTT dudc quin ly va ddm bdo chit lugng (theo
tiéu chuin cda thudc hay tiéu chuin cia TTBYT),
can dua toan bd PTTT con lai vao Danh muc nay.
Va khi di duge dua vao Danh muc, cin chd ¥ téi
viéc xdy dung quy chuidn ky thuit cho titng loai
PTTT trén thi trudng dé ddm bio cdc quy dinh vé
mét phdp luat hi€én hanh.

5. Két luan va khuyén nghi

Vin ton tai sy chdng chéo trong quén 1y PTTT
tai Viét Nam. Trong khi khung chinh sdch quan 1y
va ddm bdo chat lugng thudc tranh thai khd diy dd
chi con gdp kho khin trong qué trinh thuc hién, con

nhiéu khodng tréng 16n d6i véi khung chinh sdch
quan ly va ddm bdo dung cu trdnh thai. Hé thong
ki€m tra chdt lugng clia cd hai nhém thudc tranh
thai va dung cu trdnh thai vin con han ché.

Nghién citu dwa ra khuyé&n nghi cho cdc nha
hoach dinh chinh sich cin ban hanh cdc vin ban
phén loai 16 rang viéc quén 1y PTTT trdnh tinh trang
PTTT khong dudc quan 1y hodc quan 1y chdong chéo;
khic phuc cic khodng trong chinh sich bing viéc
x4y dyng va hoan thién hé thong vin bin d€ quan
1i vd ddm bdo chat lugng PTTT & tat cd cdc khau
theo cdc quy dinh trong Hiép dinh Hoa hgp ASEAN
trong linh vuc TTBYT. Trudc mit, cin dua toan bo
PTTT vao danh muc hang héa dnh hudng téi sic
khde c6 kha ning gy mat an toan thudc pham vi
quan 1y ctia Bo Y t&€ va xay dung cdc tiéu chuin
chat lugng cho timg PTTT theo chuin qudc t&. Ti€p
theo, cin xay dung cd ché& phdi hgp hiéu qua gitta
céc cd quan khdc nhau trong thyc hién quan 1y linh
vuc PTTT va ting cudng ndng lyc (vat lyc va nhan
lyc) ctia hé thong hau kiém thudc va TTBYT, trong
d6 c6 cac PTTT.
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