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BQVTE CQNG HOA xA HQI canNGnlA VI~T NAM
B9c lip - Tv do - !_I,nh phuc

Ha NOI. ng4y25 rhdngOfnam2019s6:A516/QE>-B YT

QUYtTDINH
V~ vifc phe duy~t "K~ hosch su-dvng vic xin DPT-VGB-Hib do Vi~n huy~t
thanh An D9 (Serum Institute of India PVT. LTD) san xuit t,i 06 tinh (Ha
Na~,l!png Yen, Nam Bloh, Thira Thien - nu~, B~n Tre, Kon Tum)"

){W3}
Can elI Nghi dinh s6 75/20 17/ND-CP ngay 20/6/20 17 cua Chinh phu guy dinh

chuc nimg, nhiem V\1. guyen han va co cAu t6 chtrc cua BQY t6;

BQ TRlfONG BQ Y TE

Xet de nghi cua Vi~n V~ sinh dich t~ Trung uong, Du an Tiem chung rna rong
Qu& gia t~ Cong vim s6 433NSDTTU-TCQG ngay 29/3/2019 v~ dieu chinh K~
hoach trian khai quy mo nh6 vAc xin DPT-VGB-Hib do Vien huy~t thanh An £)(>
(Serum Institute of India PVT. LTD) san xuAt;

Xet de nghi cua Cue tnrong C\1C Y t~ d\l phong - BI) Y t&,
QUYET BINH:

Dieu 1. Phe duy~t "K~ hoach sil' dung vAc xin DPT-YGB-l·lib do Yi~n huyet
thanh An DQ (Serum Institute of India PVT. LTD) san xudt t~i 06 tinh (IIa Nam,
Hung Yen, Nam Binh, Thita Thien - Hu~, B~n Tre. Kon Tum}".

Dieu 2. K~ ho~ch nay la can ClIde cac dan vi xliy dl,rngk~ ho~ch va tri~n khai
cong mc sil' dl,lng vAcxin DPT- VGB-Hib trong ticrn chung m6 ['(lng.

Di~u 3. Quy~t djnh nay co hi~u h.rck~tit ngay ky ban himh.

Dieu 4. Cae Gng (Ba): Chanh Van pbong BQ, C\lC truang cac C\lc: Y t~ dl,l'
phong, Quan Iy DUCIc, Quan 19kham, chua b~nh. Vl,ltru<mg cac Y\l: K~ ho~ch-Tai
cbinh, Truyen thong va thi dua khen thuoog, Vi~n truang cac Vicn: Ki~rn dinh gu6c
gia v~c xin va sinh pbAm y t~, V~ sinh dich t~ Trung uang, Dl,l'an ticm chung m6
rQng quac gia va khu V\lC va Tbu tru6ng cac don vj co lien guan chiu trach nhi¢rn thi
hanh Quy8t dinh nay.l. /1

Ndi nhpn: J10 TR lf~6
- Nhtr Di~u 4; ')' TH ....'RU. l1N.G )!• BT. Nguyen Thi Kim Ti~n {de b/cao); 7//[.
- Cae Thlt truang B~ Y te (de chi dlJo); ?/
- Cae Vj~n YSDT, Yi~n Pasteur (dhh\l'c hj~n); /
- So Y te 06 tinh: Ha Nam, Hung yen, Nam D1nh,
Thila Thien - HuA.1I&! Tn>.KonTum (<I! tb\Ic hitn); ~

~!~~a~~~~~~~~i~:~:~~rn~~~~~ ~ --_.....-...
Tum (de th\l'c hien); J.

- Luu: YT, DP. TnrO'ng Quoc Cmmg
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KE HO~CH sir DVNG vAc XIN DPT -VGB-HIB
no VI:E;NHlIYET THANH ANDO (SERUM INSTITUTE OF INDIA

PVT. LTD) sAN XVAT T~I 06 TiNH (HA NAM, HUNG EN,
NAM BJNH, THff A THIEN - HUE, BEN TRE, KON TV )

(Ban hanli kerntheo Quyit ainh s6A5IGQD-BYT ngay!.5i ~/2 J9
ella B9 trutmg B9 Y d)

I. str CANTIDET xAY D\fNG KE HO~CH

Trong nam 2018, Bo Y t€ eta quyet dinh dung vilc xin OPT VGB-Hib
(ComBE Five) do Cong ty Biological E, An DO san xuAt va diroc cAp 6 dang kY
QLVX-I040-17 ngay 30/5/2017 de thay the vitc xin Quinvaxem su ung trong
tiem chung rna fong (TCMR). vic xin ComBE Five da diroc su dun tren quy
mo toan quoc ur thang 12 nam 2018.

Ngay 211912018, Bt) Y t8 d§ cdp phep dang ley sb QLVX-l1 09- 8 cho vAe
xin OPT -VGB-Hib do Vi~n huy€t thanh An dt) (SII) san xuAt voi thanh phfm, lich
tiem chung va hi~u qua phong benh tirong t\1nhir vic xin ComBE Fiv .

vilc xin ComBE Five uoc tinh du sir dung trong tiem chung thu g xuyen
va tiem bu den h€t thang 6/2019. vic xin DPT-VGB-Hib do SII san xu'<t se duoc
sir dung nbi ti€p vilc xin ComBE Five tren toan qu6e tU thang 7/2019.

D~ dam bao cung irng du vie xin DPT- VGB-Hib do Vien huy8t thanh An
dt) (SII) san xu!t trong TCMR va rut kinh nghi~m ve sir d\lfig lo~i vic xin DPT
VGB-Hib do sn san xu!t tru6c khi dua ra tri~n khai toan qubc, Bt) Y 8 se trien
khai v~e xin nay t~i 06 tinh trong Quy IInam 2019.

A

II. MVC TIEU

- Tre em dum 1 tu6i t~i 06 tinh (Ha Nam, Hung Yen, Nam D nh, Thira
Thien - Hue, Ben Tre, Kon Tum) duQ'c tiem vAc xin DPT- VGB-Hib 0 SII san
xudt theo lich tiem chung thuOng xuyen d~t ty 1~~ 95% trong thai gian trien khai
quy mo nh6.

- Bam bao an toan tiem chUng theo Nghi dinh s6 104/2016/N CP ngay
(]11712016 ella Chfnh phu quy dinh v€ ho~t dt)ng tiem ehUng va cae qU) dlnh eua
Bt) Y t~v€ Hem chung.
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III. THOI GIAN vA P~M VI TRIEN KHAI

- Thoi gian trien khai: Til thang 5-7/2019 .

- Dia diem tri~n khai: 06 tinh thuoc 04 khu V\lC (mien Bdc, mien Trung, Tay
Nguyen, mien Nam) tri~n khai WOC d~ rut kinh nghiem tnroc khi trien khai tren guy
mo toan qu6c.

+ Khu V\lC mien Bic: Ha Nam, Hung Yen, Nam Dinh.
+ Khu V\lC mien Nam: BSn Tre.
+ Khu V\lC mien Trung: Thira Thien - HuS.
+ Khu V\lC Tay Nguyen: Kon Tum

- Dbi nrong trien khai: tre dum 1 tu6i duoc tiem vdc xin OPT -VGB-Hib theo
lich tiem chung thirong xuyen, Bao g6m:

+ Tre ~ 2 thang tiem mui 1, mili 2, mili 3
+ Tre <fa tiem rnili 1, mili 2 vic xin ComBE Five hoac vAc xin co thanh

phArrOPT-VGB-Hib se tiem v!c xin OPT-VGB-Hib do SII san xuAt li8u tiSp theo .

. Nhu cAu v!c xin d\1'ki~n 3 thang: khoang 93.400 lieu.

Bang 1.D(l kdn nhu cdu vde xin DPT-VGB-Hib trien khai tai 06 tlnh trong 3 thong

TinhlTP

S6 tre se tre
< Itudi i < I
nam I tu6i!
2019 thang

I
!

ITT
I

i bll2f---+--__ +-__ -+-__ -+-__ -+ +._ .- ... ------t-----
I--l_+-i! _H_a_N_am__ -+_1_5._0_71-+1_1_.2_5_6-+-_3_-+-_9_5_+-_I_.0_5_-t-_-:1-:-1_.4--=-00-=--_~__
2 I Hung Yen 24.299 2.025 3 95' 1.05 18.300

b

s6 miii T'}"." Y ~
tiem j' d k'~~. U len

(rnUl 1, • d' .(o/,) I
2,3) (,It - °

Dinh
mire sir
dung vac
xin 1<;> I
li8u11<;>

Nhu cAuvAcxin
cAn sir dung trong
3 thang (li~u)

a c=
:

d e l g= (c)x(d)x (ejx (j)x3

I 3 i Nam Dinh 34.719 I 2.893 3 95 l.05
~-+--------+-----~!----~-----+----~------~-------------
41 ,;Thira ~ien 19.005 1.584 3 95 I 1.05 14.500Hue

~-+--~----+-----~----~-----+----~----~-+----~~~--~
5 B~ Tre 17.695 1.475 3 95 1.05 13.500i

6 ! Kon Tum 12.500 1.042 3 95 1.05 9,500I i

26.200 i

I ! I 93.400! .L;I __ C_Qn_g__ _.__12_0_.9_8_3_j!_1_0_.0_8_2-,-__ ~ ---,- __... L L.~... ..__ ._ ..

IV. NOI DUNG KE HO~CH
4.1. f)ao .. o t,p huin
- Thai gian tri~n khai: Thang 4/2019.
- DAu m6i th\lc hi~n: D\l an TCMR qu6c gia.
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- Don vi ph6i hop: Cac Vien VSDT/Pasteur, C\IC Y te du phon ~Sa Y t~,
Trung tam Y t6 d\l phong/Trung tam Ki8m soat benh t~t (sau day goi tAl lit
TTKSBT) 06 tinh.

- NQi dung trien khai:
+ Du an TCMR qu6c gia chuc1nbi tai lieu huang d§n Stl dung, oi <tapv~

vac xin, phl> bien cho can b{>y te cac tuy~n d~ thuc hien, dang thai s' dung nQi
dung truyen thong de tu vtt, cho nguoi cham sOCtre va c(>ngdAng.

+ Ban Di~u hanh DV an TCMR cac khu V\lCthuc hi~n viec hu g d§.ncho
can bQ y te cua 6 tinh v~ viec Stl dung vAc xin.

+ S6 Y te, TTKSBT 6 tinh t6 chirc t~p hutt, voi su tham gia cu can b9 y
H~cac tuyen va can b(>benh vien tuyen tinh, huyen ... v~ vAc xin OPT VGB-Hib
moi do SU san xuat, tY Ie phan trng sau tiem vAc xin. T6 chuc dao t~o, uang d!n
cho can b9 y t€ 6 tinh v~ vi~c kham sang l<)ctru6c tiem chling, t6 chuc ti m chung,
giam sat, thea doi, xu trf phan trng sau tiem chling.

4.2. Truyin thong
- Thai gian trien khai: Tir thang 4/2019.
- DAu m6i thvc hi~n: Dv an TCMR Qu6c gia.
- Don vi ph6i hQp: Cac Vi~n VSOTlPasteur, Sa Y t~, TTKSBT
- N(>idung trien khai:
+ D\l an TCMR Qu6c gia se phl>bi~n t~\ili~u hoi dap v~ vAcxi

y te Stl d\lng truy~n thong.
+Can bQy te xii vit nhAn vien y t~ thon ban ti~p tvc truy~n thon v~ l<;rifeh.

d6i tm;mg, Ijch tiem chung, tu vftn v~ vAc xin (thanh pht1n, huang d§n cac bit m~
thea doi va phat hj~n phan (mg sau tiem vAc xin trong tiem chUng thlI

+ Cac Vi~n V¢ sinh djch te, Vi¢n Pasteur, S6 Y t~ cac Hnh, tha
hQp vOi cac co quan bao chi truy~n thong v~ k~ ho~ch tiem vAc xin
Hib do SII san xu!t tren quy mo 6 tinh narn 2019, tinh an toan, hieu q a cua vAc
xin~ v~n dQng ba m~ dua tre trong dQtu6i di tiem chung dAy duo

4.3. Cung thlg vic xin:
- Thai gian trien khai: Tudn 4, Thang 4/2019.
- DAu m6i thvc hi~n: D\l an TCMR Qu6c gia.
- Dan vi ph6i hQp: Cac Vien VSOTlPasteuf, Vi~n Ki~m dinh q 6c gia vAc

xin va sinh phAm y t€, S6 Y t€, TTKSBT 6 tinh, C\lC Y tS d\l phong.
- NQi dung trien khai: O\l' an TCMR ph6i hQp v&i cac khu V\l' cung trng

v~c xin t&i 6 tinh trong tudn 4 thang 4/2019. Trung tam YTDP/KSBT tinh thvc
hi~n vi~c cdp phat vdc xin cho Tnmg tam Y t~ qu~uy~n it nhdt 1 tu,}. tru6c khi
t6 chuc tiem chung va tuyen xii nh~ vAc xin til' tuyen qu~n/huYQn, b 0 quart va
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v~ chuyen vac xin cho cac diSm tiem chung dS kip su dung trong tiern chung
tlurong xuyen tir thang 5/2019.

Cac dia phuong chu d{>ngdiSu ph6i s6 vAc xin ComBE Five con lai cho
mQt s6 xa t~p trung de tranh vi~c su dung dAng thai 2 loai vAc xin trong m(>~budi
tiem chung,

Sau khi k~t thuc trien khai guy rno nho, cac tinh ti~p t\IC su dung v~c xin
DPT- VGB-Hib do SII san xu4t trong tiem chung thuong xuyen.

4.4. T6 chirc tiem chung:
- Thai gian trien khai: Tu thang 5-7/2019.
- Dau m6i thuc hien: DV an TCMR Qu6c gia,
- Don vi ph6i hop: Cac Vien VSDT/Pasteur, Vien Kiem dinh quoc gia vac

xin va sinh phAm y t~, SO'Y t~, TTKSBT 6 tinh, C\ICY t~ du phong,
- NQi dungtri~nkhai:
+ T8 clnrc tiem chung: tai 100% tram y t~ xa/phuong thuoc 06 tinh khong

con vAc xin Combe Five s~ tri~n khai va sir d\U1gvAc xin OPT- VGB-Hib do SII
san xuAt trong bu6i tiem chung thuang xuyen tir thl:ing 5/2019. Tre em du6i I tu6i
s~ dugc tiem 1 miii vAc xin DPT- VGB-Bib do sn san xuAt thea lich tit'~mchung.
Tre da tiem mili 1, miii 2 vAc xin ComBE Five ho~c vAc xin co thimh phAn DPT
VGB-Hib se tjem vac xin DPT- VGH-Hib lieu ti~p theo.

+ ThtJc hien tiem chung an toan theo cac quy dinh, hu6ng dful eua B(>Y
tS ve kham sang loc truac tiem dbi vai tre em theo Quy~t dinh 2301lQI)-BYT
ngay 12/6/2015 Clla BO troang BQY t~, illvAn huang dful bi! m<;v~ cham soc thea
doi phat hi~n phAn Ung sau tiem; huy dong SI)' tham gia Clla cae co sa di~u trj trong
xu tri cac phAn (mg n~g sau tiem chUng; xu lri cac lrUang hgp phan v¢ then quy
dinh t~i Thong tu s6 51120l7/TT-BYT ngay 29/12/2017 cua BQ trucmg 130 Y t~.

+ Cac dia phuong th\l'c hien tiem chung theo lich tiem chung thuang xuyen
va co phuong an h6 trQ'kip thm khi xay ra tai bi~n n~g sau tiem chung.

*Lzruy: saVdc xin ComBe Five sau khi dU'(1cdi€u ph6i tai cae xii, phuang
aip ttJc dU'(1csUodtp1g trong tiem chimg thuimg xuyen.

4.5. Theo doi, ghim sat va bao cao
- Thai gian tri~n khai: lbang 5-7/2019.

- DAu m6i thl,l'chi~n: DtJ an TCMR.

- Don vi ph6i hgp: Cac Vi~n VSDTfPasteur, Sa Y t~, TTKSBT 6 tinh. C\IC
Y t~ dV phong.

- NQi dung tri~n khai:

+ TTKSBT 06 tinh trien khai chi d\lo cae dan vi thl)'C hi¢n ghi chcp, t6ng
hgp bao cao ket qua tiem va tinh hinh Slr dVng vAc xin OPT- VGB-Bib theo m~u
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bao cao cho tuven tren: Xa thuc hien, t6ng h<;JPva bao cao nhanh hang
tiem, tinh hlnh phan ung sau tiem tai dia phuong girl len TTYT, huy~
thuc bu6i tiem chung bang email hoac di~n thoai. Xii bao cao tong h chung sau
khi k~t thuc dot tiem chimg 3 ngay, TTYT huyen t6ng hop va bao c 0 TTKSBT
ngay sau khi nh{induoc bao cao cua xli, rfKSBT bao ca~ nga~ cho Sa t~, TCMR
khu V\lCva DII an TCMRQG thea bi~u m~u bao cao (Bieu mall bao ca tai phu luc
1).Du anTCMRQG t6ng hop bao cao BQY ta ket qua tiem vao tuAn I t aug 8/2019.

+ S6' Y te cac tinh chi dao cac don vi chu dQng thea doi, giam at phan irng
sau tiem chung. Cac phan irng n~g cAn duQ'c thong bao va ph6i hgp ch~t che v6i
cac bac si ~i cac b~nh vi~n tuyen dnh, huy~n d~ duqc xft trl kip th '. Ohi chep.
baa cao phan (rug sall tiem chUng bao g~m cac phan (rug thong thu g va tai bi~n
n~g. Cac tmang hqp tai bi~n n~g duQ'cdieu tra va bao cao theo qu djnh.

+ Giam sat ta chuc th\lc hi~n: tang cUOng ki8m tra giam sat ~i cae tuy~n
trong thOi gian tri~n khai tiem quy mo nh6, dam bao th\lC hi~n dOO qui djnh v~
baa quan, phan ph6i va sft d\lng v~c xin va an toan tiem chling.

+ D\l an TCMR thanh l?p cac doan di ki~m tra giam sat t~i 6 t nh, t6ng hgp
ket qua tri~n khai, tinh hlnh phan (rng sau tiem v~c xin DPT- VOB- ib t~i 6 tinh
va bao cao BQY t~ trong tuAn I thang 8/2019.

4.6. Kinh phi th\I'C hi~n

4.6.1. Kinh phi mua v~c xin, v~t tu tiem chling, truyen thong
- Ngu~n kinh phi Trong uong: Sft dl,Ulgngu~n kinh phi D\l an CMR thuQc

Chuang trinh m\lc tieu Y te Dan s6 d~ mua v~c xin, v~t tu tiem chu g.
4.6.2. Kinh phi cho cac ho~t dQng trien khai t~i dja phuong
Ngu~n kinh phi dia phuang: th1,lchi~n thea guy djnh, kinh pichi tra cho

cac ho~t dQng nhu t~p huftn, truyen thong, in ftn bieu miu, bao ca , v{in chuyen
va bao quan v~c xin, cong tiem, kiem tra giam saL. thea Thong tu 26/201S/TT
BTC ban hanh nga)' 2)/3/2018 ve quy dinh gUM ly va sft d\l1lgkinh hi sv nghi~p
thvc hi¢n chuong trlnh m\lc tieu y te - dan s6 giai do~ 2016-2020.

V. TRAeH NHltM TH1/CHltN
1. Cae V\l"C\lc thuQc BQY te co nhi~m V\l:

- CI,lC Y te dv phong chi d~o trien khai Ke ho~ch, chi d~o c c don vj lien
quan thvc hi~n vi~c giam sat, thea d5i va bao cao thuOng xuyen k~t ua thvc hi~n.

- C\lc Quan ly DuQ'c chi d~o Vi~n Kiem djnh qu6c gia v~c x n, sinh phAm
y t~ ki~m dinh ch~t luQ'tlgv~c xin, giam sat chAt luqng vAc xin.

- evc Quan 19 kham, chlla b~nh c6 trach nhi~m chi d~o ca cO's6 kham,
chUa b¢nh ph6i hgp t6 chirc th\lc hi¢n vi~e kham sang 19c tmoc ti ~ chUng, cAp
Clru va xli tTi kip thai cac phan (rng sau tiem chung.
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- Vu Truyen thong va Thi dua khen thuong co trach nhiern ph6i hop voi van
phong thuong tnrc Ban quan ly Chuang trinh muc tieu y t~ - dan s6 giai doan 20 16-
2020 va Du an TCMR Qu6c gia t6 chtrc cung c~p thong tin cho cac co quan bao
chi v~ k~ hoach DPT- VGB-Hib do SII san xu~t tren qui md nho 06 tinh narn 2019.

- Vu KS hoach Tai chinh (VAnphong thuong tnrc Ban quan ly Chuang trinh
muc tieu y t~ - dan s6 giai doan 2016-2020) co trach nhiern chu tri, ph6i hop voi
Vu Truyen thong TDKT, Du an TCMRQG va cac dan vi lien quan b6 tri kinh phi
Trung uong, t6 clnrc thuc hien d8 truy~n thong v~ tiem vic xin DPT -VGB-H ib do
SII san xuAt tren qui mo nha 06 tinh nam 2019.

- Vi~n Kiern dinh Quac gia V~c xin va Sinh pham y te co trach nhiem kiem
djnh, dam bao dUng tien dQva giam sat ch~t IUQ'ngv~c xin t~i cac tuy€n.

2. D\f an TCMRQG va khu V\lC:
- D", an TCMRQG th\lc hi~ vi~c cung ling v~c xin d€ Str d\lllg t?i 06 tinh

trong TCMR theo quy djnh hi~n h8nh. Xay d\fflg va c~p phat cac tai li~u t~p hu~.
truy€n thong, hu6ng ddn trien khai k€ ho~ch ~i cac dia phuang. Dam bao cung
ling dAy du v~t tu tiem chUng. Ki8m tra, giam sat, don d6c vi~c thllC hi~n cac ho?t
dQng, t6ng hqp tinh hinh th\lc hi~n va bao cao thee qui dinh.

- D\l an TCMR cac khu V\lCphai hQ'Pv&idia phuong t6 chlrC tri~n khai K~
ho?ch. Dam bao cung img du vic xin sau khi D\l an TCMRQG thong bao giao va
tiep nh~ duQ'cvic xin.

3. Cac Vi~n V~ sinh dich t& Pasteur khu V\l'Cthee linh V\l'CduQ'cphiln cf>ng
co k~ ho?ch trien khai c:k ho~t dQng: truy~n thong tiem chUng, giam sat h6 trq ky
thu~t dam bao tiem chUng an toan, ~c bi~t trong di~u tra, xu 1)1 cae trucmg hqp
phim ling sau tiem chung.

4. S&Y ta chiu trach nhi~m phe duy~t Ke ho~ch trien khai. chi d~o. b6 tri
kinh phi cho vi~ trien khai dem vic xin tren dia ban tinh. Tang cuang SIl ph6i
hqp cua cac b~nhvi~n tuyen tinh, huyen ve di€u tri cac truOng hgp tai bien n~ng
sau tiem chling.

5. Trung tam ki~m soat b~nh t~t tinhlthimh ph6 chiu lrach nhi~m t& chuc
th",c hi~n ke ho~ch, kiem tra, giam sat, t6ng hgp tinh hinh th",c hi~n vayao cao
theo qui dinh. //

KT. DQ TRlfO,NG ...r7'--"
y " Rl1~v:-E

.,,).,

",,/--_/
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PhI! /flc 1

BOYTt
ntrAN TCMR
Khu V\lC:
Tlnh/thanh phd:
Huy~nlQ~nfThi xii:
PhuOn_gf){ii:

BAo cAo SlfDl,JNG vAc DPT-VGB-Hib (SII) TRONG TlEM CHUNG MO RQNG
CHO TRt DUm J Tu6I

Truing: ..... 12019
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I Tinh hinb sir
d¥ng vic xin K~t qua tiem vic xin DPT-VGS-Rib sAca Pl)STCI JLi~'!l

Dia sA MOl 1 MOl 2 MOl 3 Phan ling thong thuang sau riern chung Tai bienIT phU'O'Dg
nh~ s6 sli S6d6i S6d6i S6 S6 S6t Sung, Cac tri~u n~g sauI s6 d6i s6 chrmg khac tiemtrong dung tUQ11g se tiem tuong tnrong $39OC dau t{lithang trong dU'Q'C trong tiem nrong tism hW· eh6tiem (kho chju, chang

thang thang duQ'C trong duQ'c met moi,thang chan !D•.. .)
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, . , . , .. . . , .. .(til) Tong h(1p so truong h(/JJphOn ung thOng IhU'(1f1gsou Item chung (co tnamg h(1p >1trieu chung)

NgllOi lip bio caQ Ngay thang nom
Tbu truaug CO'quao(Ky. ghi rtJ ho len)
(Ky len, aong ddu)


