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3. Phan ung sau tiem chilng la hien tuong bAt thtfang ve sirc khOe bao g6m cac bieu hien tai ch8 tiem chimg hoac toan than xay ra sau tiem chimg, khong nhdt thi6t do viec sir dung vac xin, bao g6m phan .img thong thueng sau tiem chung vd tai bien nang sau tiem chimg.
 4. Tai bien nang sau tiem chitng la phan img bdt thuong sau tiem chimg c6 the de d9a den tinh mang nguoi &roc tiem chimg (bao g6m cac trieu chiing nhu kho thin, soc phan ve hay soc dang phan v'e, hOi chung soc nhigm d0c, sot cao co gist, tre khoc keo dai, tim tai, ngirng the) hoac de 1ai di chung hoac lam ngtrOi dugc tiem chimg tin vong.
 Ditu 3. Nguyen tic quin 15, sir dung vac xin 1. Chi cac ca so° y t6 da dugc cap gidy chung nhan dit dieu kien tiem
 chimg mei dugc phep thuc hien hog dOng tiem chimg. 2. Gidy chimg nhan du dieu kien tiem chimg chi cap cho co se tiem chimg
 c6 dinh. 3. Co se y to da throe cap gidy chimg nhan du dieu kien tiem chung phai
 thuang xuyen duy tri cac dieu kien de thqc hien hog dOng tiem chting theo quy dinh tai Thong to nay.
 Cac co se y to nha nuo.c c6 chirc nang tiem chimg phai to chirc thuc hien hog dOng tiem chimg theo quy dinh. Cac co se kham benh, china benh CO pheng sinh phai thuc hien viec tiem chimg cho tre so sinh theo quy dinh.
 5. Khong dugc sir dung vac xin thuc Chuang trinh Tiem chung me rOng cho hog dOng tiem chimg dich. vu.
 Chtrcrng II DIEU KIN CUA CO S6 TIEM CHUNG
 Ditu 4. Cic ca so' y to dtrqc thuc hien tam chung 1. Benh vien, phOng kham da khoa, phang kham bac sy gia dinh, nha h0
 sinh va Tram Y to xa, phuong, thi trap (sau day g9i la Tram Y to xa) da co gidy phep hog Ong theo quy dinh cua phap lust ve kham benh, chi:7ra benh.
 2. Ca se y to du phang.
 Dieu 5. Ditu kien (led voi co. so. tiem chiing co dinh 1. Co. so v41 chit:
 2
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a) Khu vkrc ch6 tnroc khi tiem phai 13.6 tri dU ch6 ng6i cho it nhat 50 d6i
 tuong trong mot bu6i tiem chdng, bao dam the dage mua, nang, kin gio va.
 th6ng thoang;
 b) Khu vgc tilde hien tu van, kham phan loai co dien tich t6i thieu. 8 m2;
 c) Khu vgc thgc hien tiem chting c6 dien tich toi thieu 8 m2;
 d) Khu vuc theo dOi va xir tri phan irng sau tiem chUng có dien tich t6i
 thieu 15 m2.
 d) Rieng doi v6i diem tiem vac xin viem gan B lieu so sinh tai cac co sa y
 to có phang sinh thi khong thgc hien theo cac diem a, b, c va d Khoan nay ma
 theo quy dinh sau: B6 tri pheng tiem hoac ban tiem vac xin rieng, not tiem
 chimg bao dam dd "am cho tre, co noi kham phan loai cho tre, tu van cho cac ba
 me hoac nguai nha cua tre. Ca.c khu vkrc quy dinh tai cac diem a, b, c va d phai bao dam cac dieu kien
 ve ve sinh, du anh. sang va b6 tri theo nguyen tac mot chieu.
 2. Trang thiet bi:
 a) Phuang tien bao quan vac xin th.eo quy dinh: to lanh, cac thiet bi theo
 dOi nhiet d6 tai noi bao quan va trong qua trinh van chuyen vac xin. D6i vai
 Tram Y to xa chua c6 to lanh thi phai co phich vac xin hoac ham lanh 6 bao
 pan vac xin theo quy dinh tai Dieu 9 Thong tu nay;
 b) Thiet bi tiem, cac dung boa chat d6. sat klitian va ca.c vat to can thiet
 khac;
 c) H6p ch6ng soc va phac d6 ch6ng s6c treo tai noi. theo dOi va xin tri phan
 dng sau tiem chdng theo quy dinh cua BO Y t6;
 d) Dung cu china v6 10 vac xin, chat thai y to theo quy dinh cua BO Y te.
 3. Nhan
 a) S6 luting: c6 t61 thieu 03 nhan vien chuyen nganh y, trong do có it nhat
 01 nhan vien có trinh d6 chuyen mon tin y sy tra len; dOi voi co so. tiem chUng
 tai cac \Tung sau, vUng xa, \rung dac bit kho khan phai co thi thieu 02 nhan vien
 chuyen nganh y, trong do co it nhat 01 nhan vien co trinh d6 chuyen mon ti r y sy
 trO len;
 b) Nhan vien trgc tier, thuc hien kham sang loc, tu van, tiem chUng, theo
 dOi, xin tri phan irng sau tiem chUng phai co giay chi:mg nhan tham du tap huan
 ve tiem chi:mg do cac co soy quy dinh tai Dieu 30, Dieu 31 Thong tir nay cap.
 4. Truang hop co soy tiem chung la co sa kham benh, chua benh thi. ngoai
 viec dap irng cac clieu kien dm Thong tu nay con phai dap irng cac quy dinh cua
 phap luat v'e kham benh, chda benh. 3
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5. Co se tiem chung co dinh co the be tri nhieu diem tiem chung, moi diem tiem chUng phai dap Ung cac dieu kiEn quy Binh tai cac khoan 1, 2 va 3 Dieu nay.
 Dieu 6. Dieu kien (16i vol diem tiem chfing luu Ong 1. Dieu kien dp dung diEm tiem chting luu Ong: a) Chi thuc hien dei vai vac xin trong Chuang trinh Tiem chimg rang
 khi to chirc chin dich tiem chung hoac tai cac yang sau, \rd.' ng xa, yang dac biet kho khan theo guy& dinh cua Giam dee Sa Y to cac tinh, thanh phe true thu6c trung uang (sau day goi IA Y to tinh);
 b) Duac thge hien bei Tram Y to xa da duac cap gidy chUng nhAn du dieu kien tiem
 2. Dieu kien tai thi'eu v'e co. so. vat chat: a) CO ban tir van, kham, ban tiem chung; b) CO nai theo doi va xtr tri phan Ung sau tiem chung. Diem tiem chung phai bao dam du dieu kien ve ve sink, the dugc
 nang, kin gi6, th6ng thoang, du anh sang. Cac khu vue quy dinh tai Diem a va b Khoan nay phai be tri theo nguyen the met chieu.
 3. Dieu kien ve trang thiet bi: co phich vac xin hoac hem lanh va dap timg cac dieu kien. quy dinh tai cac Diem b, c va d Khoan 2 Dieu 5 Thong to nay.
 4. Dieu kien ve nhan a) Se luting: co tai thieu 02 nhan vien chuyen nganh y, trong do có it nhdt
 01 nhan vien co trinh do chuyen mon tut y sy tre.' len. b) Dap irng cac dieu kien quy dinh tai Diem b Khoan 3 Dieu 5 'Thong to
 nay.
 Chuang III TIED NHAN, VAN CHUYEN, BAO QUAN VA CAP PHAT VAC XIN
 Dieu 7. Quy trinh tiep nh4n, cap phat vac xin 1. Khi nhan vac xin, can be tiep nhAn phai kiem tra va luu giu nhQng
 thong tin sau day tai co' sa tiem a) Ngay nhan; b) Loai vac xin; c) Ten vac xin; d) Se giay phep dang Icy luu hanh hoac so giay phep nhap khau;
 4
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d) Giay chimg nhan xuat xu6ng cUa tong 16 vac xin do ca quan c6 tharn quyen cap (ban sao);
 e) Ten ca so. san xuat, nuoc san xuAt; g) Ten dun vi cung cAp; h) Ham ltrong, quy each dong goi; i) S6 16; k) Han &ling dia. ding 16; 1) S6 lieu Wan cua tong 16; m) Tinh trang nhiet d6 bao quan; n) Chi thi kiem tra nhiet d6: chi thi nhiet d6 19 vac xin, chi thi nhiet d6
 dong bang khi tier) nhan (neu 6); the theo dOi nhiet d6; p) Neu c6 nu& hoi chinh kern theo thi phai ghi. 1ai nhang thong tin d6i
 \Teri nuOc h6i chinh bao g6m: ca san xuat, nuOc san xuat, don vi cung cAp, s6 to, han dung dm timg 16.
 Khong tiep nhan vac xin neu phat hien c6 bat cir bieu hien bat thuong nao ve cac thOng tin, tinh trang tren.
 2. Khi cap phat vac xin, can b6 cAp phat phai kiem tra va luu gift nhang thong tin sau tai don vi cap phat:
 a) Ngay cap phat; b) Loai vac xin; c) Ten vac xin; d) S6 giay phep clang 1c3"/ ltru hanh hoac so gidy phep nha.'p khau; d) Gidy chirng nhan xuAt xtrang cua timg 16 vac xin do ca quan co than]
 quyen cap (ban sao); e) Ten co' se( san xuat, ntroc san xuat;
 g) Ham luting, quy each dong goi;
 h) S6 10; i) Han dfing cua tong 10; k) S6 lieu cap phat cua tong 16; 1) Dan, vi tiep nhan; m) Tinh trang nhiet d6 bao quan; n) Chi thi kiem tra nhiet dO: chi thi nhiet dO 19 vac xin, chi thi nhiet d6
 dong bang (neu di); the theo dOi nhiet d6 khi. cap phat. p) Neu co nuo.c h6i chinh kern theo thi phai ghi lai nhang thong tin d6i
 vai nuOc h6i chinh bao g6m: ca sa san. xuat, nix& san xuAt, dan vi cung cap, s6 10, han dung cua timg 16.
 5
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Truerng hop phat hien co bat thuang ve cac thong tin, tinh trang tren thi phai lam bien ban ve tinh trang thuc to va xir IY theo quy dinh.
 Dit'eu 8. V4n chuyin vac xin Vac xin phai dugc bao quan trong day chuyen lanh theo quy dinh va
 nhiet TO phii hop dOi vai tong loai vac xin theo yeu cdu cua nha san xudt, có
 thiet bi theo clOi nhiet dO dm vac xin trong qua trinh van chuyen.
 Dieu 9. Bao quail vac xin 1. Vac xin phai dugc bdo quan dung nhiet do theo clang 1cT cua nha san
 xudt BO Y te.
 2. 'Vac xin phai dugc bdo quan rieng trong day chuyen lanh theo quy dinh
 tai ca so tiem chting, khong bao quan chung cac san pham khac.
 3. Vac xin phai dugc theo doi cac thOng tin ve nhiet do, dieu kien bdo
 quan hang ngay. Cac vac xin, mrac hOi chinh het han dung hoac co nhfing clau hieu bat thuang khong sir dung dugc, phai tieu hUy va có bien ban tieu
 Chuang IV TO Clitt TEEM CHUNG
 Di'eu 10. To chin tiem chting 1. Tnrac khi tiem
 a) Tu van cho gia dinh, nguai dugc tiem chung ve tac dung, lgi ich cua
 viec sir dung vac xin va nhfing phan img co the gap sau tiem chUng;
 b) Kham sang loc cho nguai dugc tiem chung theo quy dinh;
 c) Chi dinh tiem chUng hoac loaf trir cac twang hop có chOng chi dinh
 hoac tri hoan tiem chUng;
 d) Cung cap th6ng tin ve loai Vac xin, lieu sir dung, han dung cho nguai
 dugc tiem chting hoac cha me, nguai giam ho cua tre.
 2. Trong khi tiem chUng:
 a) Kiem tra nhiet do bdo quan, han &mg, d6i chi6u vai chi dinh sir dung vac xin;
 b) Thvc hien tiem chung theo dung chi dinh doi vai tong loai vac xin va cac quy dinh ve tiem an town;
 c) Thuc hien theo dung quy dinh ve cac buck tnzerc va trong khi tiem
 3. Sau khi tiem chUng:
 6
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a) Yeu cAu nguai dugc tiem chUng phai a lai co sa tiem chiing t6i thieu 30 phut 6 theo dOi;
 b) Huang dan va phOi hop vai gia dinh hoac nguai dugc tiem chimg cacti theo doi va cham soc tre tai nha it nhat 24 gia sau tiem;
 c) Ghi dAy du thong tin ve tong truang hop tiem vac xin vao so tiem chimg (liru tai co sa tiem chiing) va phieu tiem chUng hoac so tiem chiing ca nhan tra lai cho gia dinh hoac nguari dugc tiem chimg;
 d) Cac lo vac xin da ma qua thari gian quy dinh thi khong dugc phdp sir
 dung tiep, d) Vac xin, born kim tiem chua sir dung can lai sau bu61 tiem phai dugc
 bao quan theo quy dinh.
 Dieu 11. Lieu lu•orng, dtremg dung vie xin Lieu lugng, duang dung cua tong loci vac xin phai tuan thu theo huang
 dan sir dung cda nha san xudt da dang1(3'7vai BO Y te, neu co bat kY thay dOi nao ve lieu lugng, duang dung phai dugc BO Y to cho phep va nha san xudt c6 trach nhiem thong bac) ve san pham ciia minh san xuat cho cac co sa tiem chting.
 Dieu 12. TO chin chin dich tiem chfing 1. Viec to chirc chin dich tiem chi:mg thuc hien theo cac huarng dan rieng
 cila BO Y to d)i \fed tong chian dich. 2. Chi nhang co sa tiem chung dugc cap giAy clung nhAn du (lieu kien
 tiem chiing mai dugc phep thuc hien chien dich tiem chUng.
 Chuang V GIAM SAT PHAN UNG SAU TIEM CHUNG
 Dieu 13. Phat hien, xir tri tai bitn Ong sau tiem chting 1. TAt ca d6i Wang sau khi tiem chimg phai dugc theo dOi. toi thieu 30
 phut tai dia diem tiem chimg, sau do tiep tuc theo dOi tai nha it nhat 24 gkr sau khi tiem chUng de phat hien sam nhimg tai bien nang sau tiem chUng.
 2. Tai co sa tiem. chimg: khi dang trien khai tiem chiang ma xay ra tai bien nang sau tiem chUng, nguai dimg d'.'11 co sa tiem chimg phai chi dao thuc hien
 cac not dung sau day: a) Dimg ngay bu.6i tiem
 7
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b) Xir tri cap ciru, chAn doan nguyen nhan tai bien nang sau tiem chiing; truemg hop vuo:t qua kha nang thi phai chuyen ngir6i bi tai bien Ong sau tiem chiing den b'enh vien gAn nhAt;
 c) Ghi chep day dd thong tin: - HQ ten, tu6i, giai, dia chi, so dien thoai (neu co) cua ngued dirge tiem.
 H9 ten bO, me, dia chi, s6 dien thoai (neu co) &Si v6i tre em; - Ngdy, gi6 tiem chimg; - Loai vac xin; ten vac xin; s6 16; han dimg; nha san xuAt; don vi cung cAp
 vac xin; s6 clang 1(-)'/ luu hanh hoac so giAy phep nhap khAu; - Ngay, xuAt hien tai bien nang sau tiem chimg; cac trieu chirng chinh;
 ket qua dieu tri; ket Juan nguyen nhan (neu co); d) ThOng ke toan 1)0 so luting vac xin da sir dung trong buOi tiem
 s6 nguai da dugc sir dung theo 14 vac xin; ten vac xin, s616, han dimg ciia vac xin; tinh trang sdc kh6e cua nhimg nguoi da duac tiem chiing;
 d) Thong ke toan b6 so vo 19 vac xin, barn kim tiem da sir dung trong buoi tiem chiing;
 e) Bao cao tuyen tren theo quy dinh tai Dieu 25 va Dieu 27 Thong to nay. 3. Tai nai tie') nhan truemg hop tai bien nang sau tiem chimg, ngtrai dirng
 dau nai tier, nhan phai chi dao thgc hien cac not dung sau: a) Tien hanh cap ciru, xir tri va dieu tri theo quy dinh; b) Bao cao tuyen tren theo quy dinh tai Dieu 25 va Dieu 27 Thong tu nay. 4. Tuyen huyen, tinh: tiep nhan bao cao, tong hop thong tin, bao cao tuyen
 tren theo quy Binh tai Dieu 25 va Dieu 27 ThOng tu nay.
 Dieu 14. Dieu tra trtrimg hop tai bien Ong sau tiem chting 1. Trong theri gian 24 gia, ke to khi khi xay ra tnrang hop tai bien nang
 sau tiem chi:mg, Sie Y t6 co trach nhiem to elide viec dieu tra, danh gia nguyen nhan nhu sau:
 a) Thanh. lap HOi &Ong to vAn chuyen mon danh gia tai hien trong qua trinh sir dung vac xin, sinh pham y to (sau day goi tat la HO d'Ong to vAn chuyen mon) cAp firth theo quy dinh tai Thong tu so 21/2011/TT-BYT ngdy 07 thang 6 nam 2011 cda B6 truang BO Y to quy dinh viec thank lap, to chdc va hog dOng dm WI dOng tu vAn chuyen mon danh gia tai bien trong qua trinh sir dung vac xin, sinh phAm y t6;
 b) Tien hanh dieu tra theo huOng d'an dm B6 Y t6;
 8
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2. 1-16i d6ng tu van chuyen mon danh gia tai bier] trong qua trinh sir dung vac xin, sinh pham y to cap tinh thgc hien:
 a) T6ng hop, phan tich, danh gia nguyen nhan tai bien nAng sau tiem chfing dtra tren kat qua dieu tra, thu thap thong tin, ket qua kiem dinh, xet nghiem, phap y trong tnrang hop tit vong (neu co);
 b) Bao cao dal-1h gia tai bien nAng sau tiem chang giri Stir Y te. 3. Trong theri gian 05 ngay lam viec, ke t r khi nhan. &roc bao cao danh gia
 tai bien Ong sau tiem chfing, Se r Y to phai to chiirc hop 1-10i d6ng tu van chuyen mon cap tinh de ket luan nguyen nhan dan den tai bien nAng sau tiem chfing va 6 xuat cac hoat dOng khac phpc trong twang hop can thiet. Twang hop c6 gui mau kiem dinh, xet nghiem hoc c6 tien hanh giam dinh phap y nhtmg chua c6 ket qua thi ket luan so 1)0 va phai b6 sung dAy du ket luan khi c6 ket qua kiem dinh, xet nghiem hoc giam dinh.
 4. Twang hop nguyen nhan clan den tai bien nAng sau tiem chUng ma nghi nga do chat luting vac xin, Giam d6c SO' Y to guy& dinh viec tam dimg sir dung tren dia ban quail .7 16' vac xin lien quan den tai bien nAng sau tiem. chUng tren cor sa3"/ kien d6ng y cua Cpc Quart ly Dugc - Bo Y t6. Khi CO ket luan khong lien quan den chat luting vAc xin, Giam d6c Se Y t6 quy& dinh viec cho phep sir dung lai lo vAc xin do va thong bao tOi Cpc Quan ly Duoc - Bo Y
 Dieu 15. Bao cao va thOng bao ket qua di'eu tra 1. Trong thai gian 2 ngay lam -viec, ke tir ngay CO ket luan cda HOi 6ng
 tu van chuyen mon cap tinh, Sa Y t6 chinh thirc thong bao ket 114.n ve nguyen nhan cho cac co quan lien quan va bao cao ket qua dieu tra kern theo Bien ban hop I-10i d6ng cho BO Y to (Cuc Y t6 du pheing - Thuang trvc HOi 6ng tu van chuyen mon danh gia tai bien trong qua trinh sir dung vAc xin, sinh pham y t6 Bo
 te). 2. Cpc Y to du phOng tiep nhan cac bao cao cua 1-10i 6ng to van chuyen
 mon cap tinh, trong truerng hop can thiet de xuAt hop HOi &Ong tu van chuyen mon cap BO de xem xet lai ket qua danh gia cua 1-10i d6ng tu van chuyen mon cap tinh.
 3. Tnrang hop 1-10i d6ng to van chuyen mon cap BO xem xet lai. ket qua d6ng to vdn chuyen mon cap tinh, Cpc Y to du phang tong hop va thong
 bao nguyen nhan tai bien nAng sau tiem chung tcri cac don vi lien quan va cong b6 cong khai ve van de nay.
 9
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Chuang VI THAM QUYEN, HO SO, THU TUC
 CAP MOI, CAP LAI, DiNH CHI VA THU HOI GIAY CHUNG NHAN DU DIEU MEN TIEM CHUNG
 dieu 16. Tham quyen cap meri, cap 14i giay dieing nhan du dieu kien tiem cling va thei han cua giay chirng nhan du dieu kien tiem chfing
 1. Giam d6c So Y to cap men, cap lai giay chimg nhan du dieu kien tiem chUng d6i vai cac co sa tiem chfing c6 dinh clang tren dia. ban.
 2. GiAy chung nhan du dieu kien tiem chdng có hieu lvc 05 nam, ke tir ngay cap.
 Ditt 17. Cac hinh theic cap gidy chtimg nhan dii ditu kien tiem cling 1. Cdp giay chung nhan du dieu kien tiem chung trong cac twang
 hop sau day: a) Co sa y t6 fan dau de nghi cap giay chung nhan du dieu kien tiem
 chting; b) Het thei han cap lai giay chiing nhan du dieu kien tiem chUng theo quy
 dinh tai Diem a Khoan 2 Dieu nay; c) GiAy chimg nhan du dieu kien tiem chting bi thu h6i;
 d) Thay d6i dia diem, cac dieu kien ve co sa vat chat, trang thiet bi, nhan su dia co sa y t6 da &roc cap gidy chung nhan du dieu kien tiem chting.
 2. Cap lai giay chimg nhan du dieu kien tiem chting ap dung d6i vai truerng hop sau day:
 a) Trong thOi han clam nhAt la 60 ngay truac khi giay chting nhan du dieu kien tiem chUng het hieu so' y to da duoc cap giAy chung nhan du dieu kien tiem chfing phai n6p hO so a nghi cap lai gidy chung nhan. TnrOng h9p qua thOi han tren ma chua n6p 116 so de nghi cap lai giay chimg nhan thi phai thgc hien thti t-kic cap mai giAy chfmg nhan dU dieu kien tiem chUng theo quy dinh tai Diem b Khoan 1 Dieu nay.
 b) Giay chung nhan du dieu kien tiem chung van con hieu lvc nhung bi mat, hong va con than han to 60 ngdy tro. len;
 c) Thay d6i ten ctia co y to da duoc cap giay chung nhan du dieu kien tiem chting khi gidy chiing nhan du dieu kien tiem chting can thani han to 60 ngay tra len trong trtrang hop dia diem, co sa vat chat, trang thiet bi, nhan sir khong thay
 10
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Dieu 18. Ho so' de nghi cap mai giAy chting nh4n dti dieu kien tiem chting
 1. Don de nghi cap giay chung nhan du dieu kien tiem. chfing theo mau se) 1 quy dinh tai Phu luc s6 1 ban hanh kern theo Thong to nay.
 2. Bang ke khai nhan su theo mau quy dinh tai Phu luc se) 2 ban hanh kern theo Thong tu nay va ban sao co chUng thuc cdc giay to( sau ciaa tong nhan vien lam cong tdc tiem chUng:
 a) Quyet dinh tuyen dung hoac hop dong lao dOng co dong dau xdc nhan cfia co ser sir dung lao dOng;
 b) Bang cap chuyen mon; c) GiAy chirng nhan tharn du tap huan ve tiem chUng. 3. Giay chdng nhan du dieu kien tiem chting da cap deii truemg hop
 quy Binh tai Diem b Khoan 1 Dieu 17 Thong tu nay. 4. Bang ke khai trang thiet bi theo mau quy dinh tai Phu luc s6 3 ban hanh
 kern theo Thong tu nay. 5. So d6 mat bang cua khu vuc thuc hien tiem chung bao gOm: khu vixrc
 ch9, tu van va kham phan loci; tiem chUng, theo dOi va xir tri phan Ung sau tiem
 6. Ban sao co chirng thuc cdc giay t9 chUng minh viec thanh lap va hoat
 dOng cua co so. de nghi cap giay chiing nhan. du dieu kien tiem chfing bao g'om:
 a) GiAy phep hoat dOng d6i vai co so. kham benh, chira benh theo quy dinh cua phap luat ve kham benh, chira benh;
 b) Quyet dinh thanh lap hoac giay chung nhan dang ky kinh doanh hoac giay chirng nhan (tau tu de)i vai cdc co y t6 khdc.
 Dieu 19. HO so' de nghi cap 14i giAy chting nh4n du dieu kien tiem chting
 1. 116 so de nghi cap lai giay chimg nhan du dieu kien tiem chUng d6i voi tn.reyng hop quy dinh tai Diem a Khoan 2 Dieu 17 bao g6m:
 a) Don de nghi cap lai giay chdng nhan du dieu kien tiem chUng theo mau
 so 2 quy dinh tai Phu luc se) I ban hanh kern theo Thong tu nay;
 b) Ban g6c giay chUng nhan du dieu kien tiem chimg da &roc cap. 2. HO so de nghi cap lai giay chung nhan du dieu kien tiem chting bao
 gOm trueyng hop quy dinh Diem b Khoan 2 Dieu 17 bao Om: a) Don de nghi cap lai giay chirng nhan du dieu kien tiem chfing theo mau
 so 2 quy dinh tai Phu luc s6 1 ban hanh kern theo Thong tu nay;
 11
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b) Ban gOc giay chung nhan du dieu kien tiem chung da duvc cap dOi vai
 truang hop bi hong. 3. HO so de nghi cap lai giAy chirng nhan du diet' kien tiem chung d6i vai
 truang hop quy dinh Diem c Khoan 2 Dieu 17 bao
 a) Dan de nghi: cap lai giay chiing nhan du dieu kien tiem chU.ng theo mau so 2 quy dinh tai Phu luc so 1 ban hanh kern theo Thong tu nay;
 b) Ban go'c giay chung nhan du dieu kien tiem chting da dtrqc cap; c) Giay chUng minh viec thay dOi ten ctia co° y to da &roc cap giay
 chdng nhan du dieu kien tiem chimg.
 Ditu 20. Trinh tty cap cap 14i giAy chting nh4n du ditu kien tiem chting
 1. Co so' de nghi cap gidy chUng nhan du dieu kien tiem chUng nOp 01 bO hO so gOc va 01 bO ban sao den Y to (PhOng nghiep vu. Y).
 2. Khi nhan hO so, Sey Y to gui cho co. sa de nghi cap giay chimg nhan du dieu kien tiem chUng phieu tiep nhan hO so theo mAu quy dinh tai Phu luc so 4 ban hanh kern theo Thong tu nay.
 3. Truang hop hO so cap mai day dill, hop le thi Sa Y t6 có trach nhiem: a) Chuyen hO su de nghi cap mai giay chUng nhan du dieu kien tiem
 chting cho Ph6ng Y to huyen, quart, thi xa, thanh phO thuOc tinh (sau day goi tat la huyen) noi CO y to de nghi cap mai giy chirng nhan du diL kien tiem chung d'a't tru sa trong thei gian 05 ngdy lam v*, ke tux ngay tiep nhan hO so de tham dinh tai co' so'.
 b) Trong theyi gian 15 ngay lam viec, ke tir ngay nhan &roc hO so de nghi cap mai gidy chUng nhan da dieu kien tiem chung, Pheng Y to huyen c6 trach
 nhiem thanh lap doan tham dinh va to chirc than dinh theo quy dinh tai Dieu 21 Thong tu nay. Thanh phan doan tham dinh gOm;
 - Lanh dao Phong Y to huyen - Tnrang doan; - Dai dien Trung tam Y to huyen; - Dai dien benh vien huyen (dOi vai cac huyen da tach benh vien huyen
 dOc lap); - Cac chuyen gia, can bO lien quan duoc mai theo de nghi cua Twang
 doan. c) Sau khi thaw dinh, Doan tham dinh cc') trach nhiem lap bien ban than
 dinh theo mau quy dinh tai Phu luc so 5 ban hanh kern theo ThOng tu nay va gtri.
 12
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ve SO. Y t6 (Pheng nghiep vu Y) trong thai gian 03 ngdy lam viec, ke to ngdy ket thdc thAm dinh;
 d) Trong theri gian 07 ngdy lam viec, ke to ngdy nhan dugc bien ban thArn dinh, Gram d6c Ser Y to phai cap gray chirng nhan du dieu kien tiem chUng theo mau quy dinh tai Phu luc so 6 ban hanh kern theo Thong to nay. Tnrang hop khong cap phai có van ban tra lai va neu r6 ly do,
 4. Trugng hop h6 so de nghi cAp lai giAy chirng nhan. du dieu kien tiem chung dAy du, hop le, Gram d6c Sa Y to phai cAp lai gray chimg nhan da dieu kien tiem chUng theo mL quy dinh tai Phu. luc s6 6 ban hanh kern theo Thong tu nay trong thai gian 15 ngdy lam viec, ke to ngay tiep nhan he, so. Twang hop khong cAp, phai có van ban tra lai va neu ro ly do.
 5. Tnrerng hop h6 so chua dAy du, hop le, trong thai gian 05 ngdy lam viec, ke tir ngdy tie') nhan ho so, So. Y to phdi thong bao bang van ban cho co so' de nghi cAp gray chimg nhan du dieu kien tiem. chung de hoan chinh h6 so va neu cu the nhtmg not dung can b6 sung, not dung can sua d6i.
 6. Khi nhan dugc van ban yeu cAu hoan chinh 116 so., co. sä 6 nghi cap gray chirng nhan du dieu kien tiem chring co trach nhiem sua d6i, b6 sung theo dung yeu cAu va gdi ye Sa Y te. Ngdy tiep nhan h6 so sua d6i, b6 sung dugc ghi tren Phieu tiep than ho so.
 7. Tnrgng hop co sg de nghi cAp gray chdng nhan du dieu kien tiem chUng da b6 sung, sua d6i nhung khong dUng vai yeu cAu thi Y to se thong bao cho co sa do 6 tiep tic hoan chinh hi) so theo quy dinh tar Khoan 5 Dieu nay.
 8. Truerng hop h6 so sua doi, b6 sung da dap dng yeu cAu thi SO. Y t6 phai tien hanh viec cap mau, cAp lai giAy chUng nhan du dieu kien tiem chring theo quy dinh tar Khoan 3, Khoan 4 Dieu nay.
 dieu 21. Quy trinh thAm dinh cAp giAy chtimg nh4n du dieu kien tiem
 chung 1. Tham dinh 116 so: kiem tra cac dieu kien ve co sa vat chAt, trang thiet
 bi, nhan su, tai lieu chuyen mon dm co so. de nghi cap gray chling nhan du dieu kien tiem chUng.
 2. Tham dinh tai co sa va lap bien ban thAm dinh theo mau quy dinh tar Phu luc so 5 ban hanh kern theo ThOng tu nay. Bien ban tham dinh dugc lam thanh 03 b6: 01 b6 ltru tai Y te, 01 b6 luu tar Phong Y t6' huyen, 01 b6 luu tai co sa de nghi cAp gray chirng nhan di] dieu kien tiem chUng.
 13
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Dieu 22. Cac trtarng hicip hi dinh chi hoat dOng va thu hoi gily chting nh4n du dieu kien tiem chting
 1. Cac truOng hop bi dinh chi hoat dOng: a) Khong tuan thu cac dieu kien quy dinh tai Dieu 5 Thong to nay;
 b) Co sai sot ve chuyen mon ky thuat theo cac twang dan chuyen mon do BO truong BO Y to ban hanh;
 c) Khong thuc hien viec thoz ng ke, bao cdo theo quy dinh tir 05 IL tra len. 2. Cac tnrOng hop bi thu h6i giAy chUng nhan dU dieu kien tiem chung d6i
 vai ca so tiem chung c6 dinh: a) Ca sa dugc cAp giay chUng nhan du dieu kien tiem chfing co hoat Ong
 vuot qua pham vi chuyen mon cho phep; b) Gidy chUng nhan du dieu kien tiem chimg dugc cap khong dung thAm
 quyen hoAc co not dung trai phap lust;
 c) Ca s& dugc cAp giAy chUng nhAn du dieu kien tiem chting bi pha san
 hoac giai the hoac sap nhAp;
 d) Ca se( hoat dOng khi giAy chUng nhAn du dieu kien tiem chung da het
 gia tri hieu luc;
 d) Ca sa bi Binh chi hoat dOng nhung khOng khac phuc dugc cac vi pham theo quy
 Dieu 23. Thu tuc, thei gian dinh chi hoat deng va thii tuc thu hoi giaz y chfrng nh4n du dieu kien tiem chting
 1. Thu tuc, thei gian dinh chi hoat dOng: a) Trong qua trinh kiem tra, neu phat hien co ser tiem chung co mot trong
 nhung vi pham quy dinh tai Khoan 1 Dieu 22 Thong to nay, ca quan thuc hien
 kiem. tra phai lap bien ban mau s6 19 ban hanh kern theo Quyet dinh so
 1131/2008/QD-TTCP ngdy 18 thang 6 nfam 2008 dm T6ng Thanh tra Chinh phu
 ve viec ban hanh mL van ban trong hoat dOng thanh tra, giai guy& khieu nai, to
 cao (sau day goi tat la Quyet dinh s6 1131/2008/QD-TTCP). Trong thei gian 05
 ngay lam viec, ke to ngdy nhan dugc bien ban Sa Y to ra guy& dinh dinh chi
 hoat dOng d6i vai ca ser tiem chUng c6 dinh. Twang hop khong ban hanh guy& dinh dinh chi hoat dOng doi vii ca so° tiem chUng phai CO van ban giri doan kiem tra va neu ro ly do.
 b) Trueng hop ca quan co chirc nang thanh tra khac ra guy& dinh dinh chi thi phai co van ban th6ng bao cho So Y to da cap giay chung nhAn du dieu kien
 tiem chung cho ca sa tiem chung bi dinh chi.
 14
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c) Quyet dinh dinh chi hoat gong co thei han t6i da 06 thang, ke to ngdy
 k3'7, ban hanh theo quy dinh tai mau so 6 ban hanh. kem theo Quyet dinh s6
 1131/2008/QD — TTCP va dugc giri tai co so' tiem chi:mg bi dinh chi, Trung tam
 Y to du phOng tinh, PhOng Y to huyen, deng thei dugc ding be cong khai;
 d) Tnreng hop co se tiem chtIng bi dinh chi da tien hanh viec khac phkic cac vi pham thi chArn nhAt la. 30 ngdy, tnrOc ngdy guy& dinh dinh chi het thei
 han:
 - Co so' tiem chimg bi dinh chi hoat Ong phai giri bao cao ve viec khac
 phuc cac vi pham den PhOng Y to huyen va SO Y t6;
 - Thai diem nhAn bao cao khac phgc vi pham dugc tinh theo (IL tiep nhan
 cong van den dm SO Y t6
 d) Truerng hop co sO tiem chiing bi dinh chi da thuc hien viec khac phuc
 cac vi pham va dap irng quy dinh cua Thong tu nay thi trong th6i gian 05 ngdy-
 lam viec, ke tir ngdy nhAn dugc bao cao cda ca sO tiem chimg thi SO Y t6 tinh.
 xem xet, guy& dinh viec chAm dirt dinh chi hoat cleng. Quyet dinh chAm dirt
 viec dinh chi hoat clOng theo quy dinh tai mdu so 7 ban hanh kern theo Quyet
 dinh se 1131/2008/QD — TTCP dugc giri den ca sO bi dinh chi hoat deng, Trung tarn Y t6 du phOng tinh, PhOng Y to huyen va dugc cong b6 cong khai.
 e) Trueng hop het th6i han dinh chi hoat &Ong ma co so tiem chung bi
 dinh chi khong thgc hien viec khac pl-wc cac vi pham hoac da thge hien viec
 khac phgc cac vi pham nhung van khong dap img, quy dinh cua Thong tu nay thi
 SO Y to tinh thgc hien thu hei giAy chirng nhAn du dieu kien tiem chting th.eo
 quy dinh tai Khoan 2 Dieu nay.
 2. Thii tkic thu hei gib chiing nhAn du dieu kien tiem. chung:
 Khi phat hien met trong cac tru6ng hop vi pham quy dinh tai Khoan 2
 Dieu 22, thil tic thu hei dugc thgc hien nhu sau:
 a) Trong thei gian 10 ngay lam viec, ke tir ngdy phat hien vi pham, Giam
 dee SO Y t6 ra guy& dinh thu hei giAy chirng nhAn du dieu kien tiem chfing:
 b) Quyet dinh thu hesi giAy chimg nhAn du dieu kien tiem chting cua Giam
 d6c SO Y to theo quy dinh tai mau se 12 ban hanh kern theo Quyet dinh so
 1131/2008/QD — TTCP, dugc giri den ca sO bi dinh chi hoat deng va. Trung tarn
 t6 du pheng tinh, thank ph6, PhOng Y to huyen nai co sh dat try sey va dugc
 cong be ding khai;
 c) Trong thOi gian 05 ngdy lam viec, ke to ngdy nhAn dugc guy& dinh thu
 h6i giAy chirng nhan du dieu kien tiem chung, ca s& tiem chiing phai nep ban
 gec giAy chiing nhAn du dieu kien tiem chimg cho SO Y t6. 15

Page 16
                        

Chuang VII CHE DO BAO CAO VA QUAN LY HO SO
 Dieu 24. Che cao bao cao 1. Bac) cao dinh Icy: bao cao thang, quy va nam ve tinh hinh sir' dung vac
 xin, cac tru6ng hop phan img thong thuOng va cac tnr6ng hop tai bien nang sau tiem chUng;
 2. Ban cao d6t xuat: cac tnrang h9p tai bien nang sau tiem
 Dieu 25. Minh thirc, n(ii dung bao cao 1. Hinh tilde bdo cao: a) Bao cao dinh kY: bang van ban; b) Bao cab d6t xuat: trong trueng hap khan cap c6 the bao cao qua dien
 thoai, thu dien tir, hoc bao cao truc tier, va trong v6ng 24 gio phai giri bao cao bang van ban.
 2. N6i dung bao cao: a) Bao cao dinh - Bao cao viec sir dung vac xin trong Chuang trinh Tiem chUng ma rang
 theo mau s6 1 dm Phu lyc so 7 ban hanh kern theo Thong tir nay; - Bdo cao viec sir dung vac xin tiem chirng dich vu theo mau s6 2 cna Phu
 lyc s6 7 ban hanh kern theo Thong tu nay; - Bao cao cac trldyng hop phan tang thong thtdmg sau tiem chUng theo
 mau tai Phu lyc s6 8 ban hanh kern theo Thong tu nay; - Bao cao cac tnrang h9p tai bien nang sau tiem chiing theo mau quy dinh
 tai Phu lyc s6 9 ban hanh kern theo Thong tu nay. b) Bao cao d6t xuat: cac not dung quy dinh tai Diem c .Khoan 2 Dieu 13
 Thong tu nay hoc theo yeu cau ctla co. quan de nghi bao cao.
 Dieu 26. Quy trinh va thoi gian bao cao dinh ky 1. D6i vai vac xin trong Chuang trinh Tiem chang ma rang a) Ca sa tiem bdo cao Trung tam Y to huyen tnrOc ngay 05 cila
 thang tie]) theo doi -yeti bao cao thang, ngay 05 ctla thang (tau tien cua quy tiep theo d6i vai bao cao quy, tnrac ngay 15 thang 01 cila nam tiep theo doi vai bao cao nam;
 b) Trung tam y to huyen: bao cao Trung tarn Y to du pheng tinh tn.rac ngay 10 dm thang tiep theo c161 vai bao cao thang, ngay 10 cila thang TAIT tien cua quy
 16
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tiep theo doi vai ban cao quy, truck ngdy 25 thang 01 dm nam tiep theo doi vai bao cao nam;
 c) Trung tam Y te du phong tinh: bao cao Ser Y te, Du an Tiem chUng ma rOng khu vuc tai cac Vien Ve sinh dich to trung uong, Vien Pasteur thanh ph6 H6 Chi Minh, Vien Pasteur Nha Trang, Vien Ve sinh to trung uong (sau day goi tat la Vien khu vuc) theo phan vUng quan 1y dia B6 tnrang B6 Y te, dong theri bao cao Du an Tiem chUng ma rOng qu6c gia truce ngdy 15 dm thang tiep theo doi vai bao cao thang, ngay 15 ciia thang dau tien cua quy tiep theo d6i bao cao quy, tnrac ngay 31 thang 01 ciia nam tiep theo d6i vai bao cao nam;
 d) Du an Tiem chfing ma r6ng qu6c gia tong hop bao cao, giri Cuc Y to du phong (BO Y te) truce ngdy 20 ciaa thang tiep theo doi vai bao cao thang, ngdy 20 dm thang dau tien cua quy tiep theo d6i vai bao cao quy, truce ngay 15 thang 02 cila nam tiep theo d6i vai bao cao nam.
 2. D6i vai vac xin tiem chung dich vu. a) Co sa tiem chting: bao cao Trung tam Y te huyen tilt& ngdy 05 ciia
 thang tiep theo d6i vai bao cao thang, ngdy 05 dm thang dau tien cua quy tiep theo d6i vai bao cao quy, tnzac ngdy 15 thang 01 cila nam tiep theo d6i vai bao cao nam;
 b) Trung tam Y to huyen: bao cao Trung tam Y te du phOng tinh truce ngdy 10 cUa thang tiep theo doi vai bao cao thang, ngdy 10 dia thang dau tien cua quy tiep theo doi vci bao can quy, truce ngdy 25 thang 01 dm nam tier, theo dai vai bao cao nam;
 c) Trung tam Y to du phong tinh: bao cao Sa Y te, cac Vien khu vuc, Cuc Y to du phOng — BO Y to truce ngay 15 cua thang tiep theo doi vai bao cao thang, ngay 15 cila thang dau tien cua quy tier' theo doi vai bao cao quy, truac ngdy 31 thang 01 cda nam fief) theo d6i vai bao cao nam.
 Ditu 27. Quy trinh va thiri gian bao cao di)t xua‘t 1. Trong thai gian 24 gib., ke tir thai diem ghi nhan tai bien nang sau tiem
 chUng, co sa tiem chUng bao can Trung tam Y to du ph6ng tinh, d6rig thai bao cao Trung tam Y te' huyen nai co sa tiem chUng dat tru.
 2. Trong thai gian 24 gia, ke to thai diem nhan duoc bao cao dia co s tiem chfing, Trung tam Y to du phOng tinh bao cao So. Y te, Cuc Y to du phOng va Vien khu vuc.
 3. Hang tuan, sau khi thuc hien viec bao cao quy dinh tai Diem a va Diem b Khoan nay:
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a) Ca sa tiem chi:mg phai thuc hien bao cao din bien qua trinh diet' tra, xir ly trong tuan vao ngay thir 2 ciia tuan ice tiep;
 b) Trung tam Y to du phang tinh phai thuc hien bdo cao dien bien qua trinh dieu tra, xir 1y trong tuan vao ngay thir 4 cila tuan ke tiep.
 Dieu 28. Quin 157114 so° 1. Cac co sa tiem chimg phai luu tit va quan 157 tai lieu chuyen mon va 116
 so bao g6m: a) Cac quy dinh, huang ddn chuyen mon ve sir dung vac xin; b) S6 theo dOi tiem chimg cho nguai &roc tiem chung; c) Ghi. chop, bdo cao thing, quy va nAm ve tinh hinh sir dung vac xin; s6
 luting vac xin sir dung -va cac tn.rang hop phan irng thong thirang va tai bien nAng sau tiem chang tai co so'.
 2. Sa Y te, Trung tam Y to du phang tinh phai luu trir va quan ly tai lieu chuyen mon va 116 so bao g6m:
 a) Cac quy dinh, tai lieu huang clan chuyen mon ve tiem chUng ma rOng,
 b) Bao cao thing, quy va nAm ye tinh hinh sir dung vac xin; so luting vac xin sir dung va cac twang hop phan irng thOng thuang, tai bien nAng sau tiem chimg cua cac don vi tren clia ban quan 1Y.
 3. Cdc Vien khu vuc va Du an Tiem chimg ma rOng phai luu tit va quan tai lieu chuyen mon va hO so bao gOm:
 a) Cac quy dinh, tai lieu huang clan chuyen mon ve sir dung vac xin, tiem
 chimg; b) Bao cao thing, quy va nAm ve tinh hinh sir dung vac xin; s6 luting vac
 xin sir dung va cac twang hop phan irng thong thuang, tai bien nAng sau tiem chUng cua cac tinh thuc khu vuc phy trach va bao cao tong hop theo thing, quy va nam cita Vien, Du an tiem chimg ma rOng.
 4. H6 so, bdo cao, so theo dOi phai dAy du, de tim kiem, tra ctiru, duoc quan ly va luu trir theo quy dinh cua phap luat ve luu
 Chtrong VIII TRACH NHItM THVC HItN
 Dieu 29. Trach nhi?m cua BO Y to 1. Trach nhiem cua Cuc Y to du phang: a) Chi' tri, phoi hop vii cac Vv., Cpc lien quan de chi dao, huang
 kiem tra viec sir dung vac xin tren phan vi ca nuac; thong tin tuyen truyen ve an 18
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toan tiem chimg, lgi ich ctia viec sir dung vac xin va cac phan fmg co th6 gap sau
 tiem chimg;
 b) Chit tri, phoi hgp vgi cac don vi lien quan xay dung cac huang dAn
 chuyen mon At'' sir dung vac xin, giam sat xir ly va dieu tra nguyen nhan cac
 twang hop tai bi'L nang sau tiem chung;
 c) Lam thugng truc Ban Chi dao kh'ac phuc su c6 lien quan d6n tiem
 chUng BO Y te; d) Lam thugng truc 1-10i d6ng tu van chuyen mon danh gia tai bin trong
 qua trinh sir dung vac xin, sink pham y te, BO Y te.
 d) T6 chirc hoat dOng thanh tra, ki6m tra chuyen nganh th.eo quy dinh cua
 Phap luat. 2. Trach nhiem cua Cuc Quan 13'7 Dugc:
 a) ThAm dinh, xet duyet, cap s6 Tang ky hru hanh vac xin; quan ly xuat
 khau, nhap khau vac xin theo quy
 b) Tam dimg va cho phep sir dung lai vac xin tren pham vi toan qu6c,
 ph6i hop Y to xem xet viec tam dirng lo vac xin theo quy dinh tai Khoan
 4 Dieu 14 Thong tu nay;
 c) Quan ly chat lugng vac xin kru ha.nh tai Viet Nam;
 d) Phi hgp cac dan vi lien quan trong viec thanh tra, ki6m tra viec sir
 dung vac xin theo quy dinh. 3. Trach nhiem cua Cue Quan ly kham, chi a benh:
 a) Huang dan kham sang 19c truac tiem, xtr tri tai bin nang sau tiem
 chUng, chi dao cac dan vi trong he thong kham chtla berth tap huan, ho trg cac
 co. sä tiem chimg trong viec kham sang 19c truac khi tiem va xir tri tai bin nang
 sau tiem chting;
 b) Chi dao va ki6m tra, giam sat hoat clOng tiem chUng trong he thong
 kham, chita berth, chi ciao cong tac xir tri cap ciru, phoi hop diL tra nguyen nhan
 cac truing hop tai bin nang sau tiem chUng;
 c) PhOi hop vOi cac don vi lien quan trong viec thanh tra, kiem tra viec sir
 dung vac xin theo quy dinh.
 4. Trach nhiem cua Thanh tra BO: Chit tri va phoi hop vgi cac dan vi lien quan trong viec thanh tra viec sir
 dung vac xin tren pham vi ca. nuac. Dieu 30. Trach nhiem ctia Dv an Tiem chung mar ring qu4c gia va
 cac WO, Benh vien trirc thu(ic BO Y to
 1. Trach nhiem La Du an Tiem chimg mg rang quoc gia: 19
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a) Lap ke hoach nhu cau sir dung vac xin trong Tiem chung mo rOng, de xuat cac vac xin va lich tiem chimg trong Tiem chung ma rOng;
 b) To chirc mua, tiep nhan va cung Ung vac xin Tiem chung rOng cho cac don vi sir dung;
 c) Dieu tra nguyen nhan cac twang hop tai bien nang sau tiem chUng, xir tri kip theri dal voi cac tnrang hop tai bien nang sau tiem chiing;
 d) Tap huan ve giam sat, dieu tra phan img sau tiem chimg cho HOi dOng tu van chuyen mon cap tinh.
 d) T6 chirc viec thong tin tuyen truyen ve an toan tiem chung, loi ich cua viec sir dicing vac xin va cac phan img sau tiem chUng.
 2. Trach nhiem cua cac Vien khu vuc: a) Chi dao chuyen mon kS7' thuat, giam sat sir dung vac xin tai cac dia
 phucmg theo phan yang quan 1y cira BO Y to de bao dam chat luting, an toan trong cong tic tiem chUng; giam sat phan ung sau tiem chUng;
 b) T6 chirc tap huan cac quy dinh tiem chUng va cap gidy chdng nhan tham du tap hudn ve tiem chUng theo mau quy dinh tar Phu lvc s6 10 ban hanh kern theo Thong tu nay;
 c) Tham gia ph6i hop dieu tra nguyen nhan cac twang hop tai bien Ong sau tiem chUng tai dia phucrng theo phan viing quan lY ciia BO Y te, xir 13'i kip thai dOi v&i cac tnrang hop tai bien nang sau tiem
 3. Trach nhiem cua Vien Kiern dinh qu6c gia vac xin, sinh phAm y t6: a) Kim dinh va cap giay chirng nhan xudt xtrang cho cac lo vac xin
 trong ntrac va nhap khu theo quy dinh truac khi sir citing tren thi tnxerng; b) Xay Ong ke hoach, thaxc hien giam sat dinh ky va dOt xuat chat luting,
 tinh an toan ciia vac xin tren pham vi ca nuac; c) Xay dung huang din lay mau Vac xin de kiem dinh trong tnrerng hop
 co tai bien nang sau tiem chung, d) Phoi hop vai cac don vi lien quan trong viec thanh tra, kiem tra viec sir
 dung vac xin. 4. Trach nhiem ctla cac Benh vien san, nhi trtrc thuOc BO Y tee a) T6 chirc thgc hien viec tiem chiing vac xin theo dung quy dinh; b) T6 chirc tap hudn ve kham sang 19c cho cac co° tiem chUng; c) Thtrc hien xir tri cap ciru, chin doan, xir tri va dieu tri d6i vari cac
 twang hop tai bien nang sau tiem chimg; d) Phi hop dieu tra, ket luan nguyen nhan cac tnrang hop tai bien nang
 sau tiem 20
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Dieu 31. Trach nhi0i dm S& Y te, Trung tam Y t" city phong tinh, Phong Y to huy0, Trung tam Y to huye.n
 1. Trach nhiem cua So. Y te: a) Chi dao viec trien khai cac hoat dOng tiem chiing mg rOng, tiem chUng
 dich vu theo cac quy dinh cila BO Y te, b) T6 chirc viec tiep nhan h6 so, cAp giAy chiing nhan du dieu kien tiem
 chimg tren dia ban tinh; c) T6 chirc kiem tra, thanh tra hoat dgng sir dung vac xin tren dia ban tinh; d) T6 chirc viec danh gia nguyen nhan, ket Juan va cong b6 nguyen nhan
 cac twang hop tai bien nAng sau tiem chimg tren dia ban tinh; d) T6 chirc viec thong tin tuyen truyen ve an toan tiem chung, lgi ich cua
 viec sir dung vac xin va cac phan img sau tiem chimg e) Quyet dinh viec trien khai cac diem tiem chimg km Ong theo quy dinh
 tai Dieu 6 Thong tu nay;
 g) Quyet dinh viec tam dirng va sir dung lai vac xin ten dia ban quan 19 theo quy dinh tai Khoan 4 Dieu 14 Thong tu nay;
 2. Trach nhiem cua Trung tam Y to dg pheng tinh: a) Chi dao, huang dan thirc hien, phi hop Thanh tra SO' Y to kiem tra,
 thanh tra hoat dOng sir dung vac xin tai dia phuang; b) T6 chirc tap huan ve tiem chung va cap giay chung nhan tham dg tap
 hudn ve tiem chiing theo mau tai quy dinh tai Phu luc s6 10 ban hanh kern theo Thong to nay;
 c) Lam thugng tnrc H6i d6ng van tu van chuyen mon dank gia tai Men trong qua trinh sir dung vac xin, sinh pham y to cap tinh;
 d) Trien khai viec sir dung, bao quan, phan phi vac xin bao dam chL lugng, dap img nhu eau tiem chung ph6ng benh cua ngirei dan.
 3. Trach nhiem cua Pheng Y to huyen: a) Chu tri va phi hgp vai Trung tam Y t6 huyen va cac don vi lien quan
 tham dinh cac co so tiem chimg tren dia ban quan 19, bao cao ket qua tham dinh cho Si Y to de xem xet cap, thu h6i giay chimg nhan du dieu kien tiem chimg;
 b) Kiern tra, thanh tra hoat dOng tiem chiing ten dia. ban quan 19. 4. Trach nhiem cua. Trung tam Y to huyen: a) Chi dao Tram Y t6 xa trien khai viec tiem chung, bao quart vac xin theo
 quy dinh. b) Tham gia doan tham dinh cAp giay chi:mg nhan du dieu kien tiem chiing
 tren dia ban quan 19; 21
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c) T6ng hop, bao cao viec sir dung vac xin tren dia ban quan ly;
 d) Ph6i hop vai Phong Y to huyen kiam tra, thanh tra cac hoat d6,ng tiem
 chimg tren dia ban quan Dieu 32. Trach nhiem cUa co' so. tiem chUng va thirc hien tiem
 chfing 1. Trach nhiem dm co so tiem chung:
 a) Chiu trach nhiem truac phap luat va viec thuc hien cac hoat d6ng
 chuyen mon theo dung chirc nang, nhiem vu duoc giao; b) Tuan thu quy trinh chuyen mon ky thuat va sir dung vac xin va an toan
 tiem chUng; theo dOi, thuc hien bao cao theo quy dinh;
 c) Phi hop voi cac to chirc, doan the tuyen truyan, van d6ng nguai dan tham gia tiem chUng ph6ng benh;
 d) Ph6i hop voi cac don vi lien quan thuc hien va tao diau kien thuan loi cho viec thau tra nguyen nhan tai bian Ong sau tiem chUng.
 2. Trach nhiem cua nguei thuc hien tiem chung: Tuan thil dung cac quy trinh chuyen mon cilia B6 Y to va tiem
 Chtrctng IX DIEU KHOAN THI HANH
 Dieu 33. Dieu khoan tham chieu TnrOng hop cac van ban duoc dan chiau trong van ban nay bi thay the
 hoac sira d6i, b6 sung thi thuc hien theo van ban thay the hoac van ban (la dugc
 sira d6i, b6 sung. Dieu 34. Hien lye thi hanh Thong tu nay c6 hieu luc ke tir ngay 01 thang 6 nam 2014. Quyat dinh so 23/2008/QD-BYT ngay 07 thang 7 nam 2008 cila B6
 truOng B6 Y to va viec ban hanh quy dinh va sir dung vac xin, sinh pham y to trong du phang va diau tri het hieu luc ke ti:r ngay Thong tu nay c6 hieu luc thi
 hanh. Dieu 35. Dieu khoan chuyen tiep 1. D6i voi cac ca da thanh lap va hoat dOng truerc ngay Thong tu nay
 co hieu luc phai hoan thien viec cap giay chung nhan du diau kien tiem chUng tnrOc ngay 01 thang 12 nam 2015.
 2. Doi vOi co sO thanh lap va hoat cl6ng sau ngay Thong tu nay c6 hieu luc chi duoc sit dung vac xin sau khi da duoc cap gidy chimg nhan du diau kien tiem chung.
 22

Page 23
                        

TRIfONG
 TINGVO
 *Nguyen Tha Long
 Dieu 36. Trach nhiem thi hanh
 Chanh Van phOng BO, Cuc tru&ng Cuc Y to du phong, Vu tnrOng, Cuc throng, T'Ong Cue tnrOng thuc BO Y t6, Thu twang cac ca quan, don vi true thuc BO, Giam d6c Sa Y te cac tinh, thanh pho live thuc Trung uong va Thu truong Don vi y te cac BO, nganh va cac don vi lien quan chiu trach nhiem thi hanh Thong to nay.
 Trong qua trinh thuc hien, neu co kho khan vuOng mac, de nghi ca quan, to chirc, ca nhan bao cao ye BO Y to de nghien cuu, giai quyet./.
 Ncri nkin: - Van phong Chinh phO ( Cong bao,
 Cong TTDT); - BO truang Nguyen Thi Kim Tien (de° bao cao); - Bo Tu. phap (Cuc KTVBQPPL); - Cac BO, ca quan ngang BO, ca quan thuc Chinh phP; UBND cac tinh, thanh phO true thuc TW;
 - Cac Thir. truarng (de phoi hap thuc hien); Cac Vu, Cpc, VPB, Thanh tra BO, Tong cuc thuc BO Y te;
 - Cac dan vi -bye thu(ic Bq Y te; - Y te cac BO, nganh; - So. Y te cac tinh, thanh pho true thuOc TW;
 TTYTDP cac tinh, thanh phO true thuc TW; - COng TTDT BO Y t6; - Luu : VT, DP (03b), PC (02b).
 23
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DANH SACH CAC PHV L1c1C (Ban hanh kern theo Thong tie so 12/2014/TT - BYT ngay 20 thong 3 nom 2014
 ctia BO trtthng BO Y (e)
 1. Phu luc so 1 ML Dan de nghi cap giay chimg nhan du dieu kien tiem chiing
 2. Phu luc so 2 ML Bang ke khai nhan su
 3. Phu luc so 3 ML Bang ke khai trang thiet bi
 4. Phu luc so 4 ML Phieu tiep nhan hO so'
 5. Phu luc so 5 ML Bien ban tham dinh
 6. Phu luc so 6 ML Giay chimg nhan co' so. du dieu kien tiem chting
 7. Phu luc so 7 ML Bao coo viec sir dung vac xin
 8. Phu luc so 8 ML Bao ca.() cac tnrerng hop phan iing thong thuarng sau tiem chung
 9. Phu luc so 9 ML Bao coo cac tnrong hop tai 'Dien nang sau tiem chUng
 10 Phu luc so 10 Mau giay chimg nhan tham du tap huan 17" tiem cluang
 24
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Phu luc so 1 MLI dun de nghi cap giay chirng nhfin du dieu kien tiem chiing
 (Ban hank kem theo Thong tu. so 12/2014/T7 BYT ngay 20 !hang 3 Tram 2014 efia B:6 truang Bo Y
 giay 1
 Mau dun de nghi cap meri chirng nhfin dii dieu kien tiem chiing (Ban hanh kern theo ThOng to so 12/2014/TT BYT ngay 20 thong 3 nam 2014
 cua Bo trithig Bo Y
 CONG HOA XA Hol CHI NGITIA VitT NAM DOc lap - Try do - Hynh ph&
 S6:
 2 Mang. nam 20..
 BON DE NGHT Cfip giAy chfing nhfin du dieu kien tiem chung
 Kinh
 Ten ca Dia chi. Dien thoai: Email ( neu ca):
 Can cu Thong to so 12/2014/TT-BYT ngdy 20 thong 3 nam 2014 ciia Bo tnrong Bo Y t6' Huang don viec quan ly sir diin2, vac xin trong tiem chting, chimg tai da thuc hien cac Chu tuc de dam boo cac (lieu kien ve nhan su, ca so -vat chat, trang thiet bi va nhang ho so lien quan xin cap giay chimg nhan diet' kien tiem chung.
 Kinh de nghi Quy ca quan xem xet, than' dinh va cap giay chimg nhan co sh y to du dieu kien tiem chilng (xin giri,kern hO sa lien quan).
 Chung tai cam loan tuan th6 day cac quy Binh ve ca so y to du dieu kien tiem chimg theo quy dinh tai Thong tu. so 12/2014/TT - BYT ngdy 20 thing 3 nam 2014 va chiu tract) nhiem truo.c pha.'p lust ye hog dons dm clan vi.
 Thu trurerng don vi ten (long d d'u)
 Ten ca cer xin cap giay chirng nhan du dieu kien tiem chUng 2 Dia danh 3 Ten dam vi cap giay ctning nhan du dieu kien tiem chung
 25
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Phu lnc so 1 Mau dun de nghi cap giAy chirng nh4n du dieu kien tiem chfing
 (Ban hanh kern theo Thong to so 12/2014/TT - BYT ngay 20 thong 3 nom 2014 clia BO trtrang BO Y te)
 , Mau 2 Mau don de nghi cap 10 giay chirng nh4n du diet] kien tiem chfing
 (Ban hanh kern theo Thong to so 12/2014/TT BYT ngay 20 thong 3 nom 20/4 cita BO &Leong BO Y t")
 CONG HOA XA HOI CHU NGHIA VIET NAM Doc 14p - Tv do - I-14nh phdc
 ..... ngay.... thong.... 20.....
 , DON DE NGHI Cap 114i giay chung nh4n du dieu kien tiem chung
 Kinh 2
 Ten cc Dia diem. Dien thoai: Email (neu co)• Giay chdng nhan du dieu kien tiem chUng s6. Ngay cap: Noi cap , , De nghi cap lai giAy phep hoat Ong vi 1.V do:
 1. Bi mdt
 2. Bi hong
 3. GiAy chimg nhAn dU dieu kien tiem chung con thati hart dr 60 ngdy tra len
 4. Thay dOi ten ca so tiem chUng
 Kinh de nghi Q4 don vi xem xet \TA cap lai giAy chimg nhAn du dieu kien tiem chUng.
 Thu trtferng dcm vi (Ky ten, clang cleiu)
 Dia danh
 2 Dan vi cap gidy chting nha'n du didu kidn tidm chting 26
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Phu luc so 2 Min bang ke khai nhan sty ctia co so' de nghi cap giay chfrng nh4n
 du dieu kiEn tiem chiing (Ban hanh kern theo Thong ter so 12/2014/TT - BYT ngay 20 thong 3 neirn 2014
 clia Bo truang BO .Y
 CONG BOA X.A HOI CHU NGHIA V1tT NAM DOc 14p e Ty do - Hgth philc
 ngay, ..thang.......nam 20.....
 Bang ke khai nhan sty au co. so' de nghi cap giay chirng nh4n du diEu kiEn tiem chiing
 STT Ho va ten Chin danh Trinh dO chuyen
 mon Cong viEc dulyc giao phy trach
 1 3 4 ...
 Thu truOng don vi (Kf; ten, dong daub
 Dia danh
 27
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,Pht) so 3 , Watt bang ke khai trang thiet bi dm co' so' de nghi cap giay chting nhan
 du dieu kien tient chfing (Ban hanh kern theo Thong tri so 12/2014/11 - BYT ngay 20 thong 3 nein? 2014
 cfra BO trtrang BO Y
 CONG HOA XA HOI CHU NGHIA VIVI' NAM DO'c lap - Tir do - 114nh phfic
 L......, ngay thong nom 20...
 Bang ke,khai trang thiet bi cila co' s& y de nghi cap giay chfrng nh4n du dieu kien tiem chiing
 STT Ten thiet bi
 KS, hieu thiet bi
 (MODEL)
 Hang son xtCat
 Ntrirc
 xuAt sin 4
 Nam son xuat
 Tinh trangi sir dung
 Ghi chti
 1
 2 3
 Thu trtro-ng do'n vi (Ky ten, long dciu)
 I Dia dank
 28
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Phu lvcs sii 4 , MAu phieu tiep nhan ho so. de nghi cap gia'y chirng nhan
 du dieu kien tiem chfing (Ban hanh kern theo Thong to so 12/2014/11 - BYT ngay 20 thong 3 nom 2019
 ciia BO truang BO Y te)
 CONG HO A XA HOI CHU NGHIA VIET NAM Dec lap - Tv do - Hph phtic
 ...... ngay thong nom 20....
 PHIEU TIEP NHAN Ht) so. de nghi cap giay chirng nhan du dieu kien tiem chiing
 Ten don vi tier) nhd'n: Dia chi: 4 5
 Dien thodi: Da nhan ho so de nghi cap id chin nhdn co so. y to du dieu kien tiem : 1 Don de nghi cap giay chimg nhan du (lieu kien tiem chUng E
 2 Ban ke khai nhan su 7
 3 Ban sao quyet dinh tuyen dung hoac hop dOng lao Ong co dong dau xac nhan ciaa ca sey sir dung lao clOng
 4 Ban sao co chirng thus bang cap chuyen mon E 5 Ban sao co chimg thkrc giay chimg nhan tham du tap huan ve tiem chUng E
 6 Bang ke khai trang thiet bi E 7 So do mat bang cUa khu vue chO, to van, kham phan loai, khu vue thgc hien tiern
 chUng, theo dOi va xir tri tai bien nang sau tiem chtinQ 7
 8 Ban sao c6 chirng thkrc giay phep hoot dOng doi vOi co so kham benh, chira benh E
 9 Ban sao co chirng thgc quyet clinh thanh lap doi vai cac co sO y to nha nude 0
 10 Ban sao CO chUng thkrc giay chUng nhan tang Icy kinh doanh hoac giay chUng nhan dau to
 c
 Tip nh4n ho so bO sung fan: thang.... .narn,
 Tiep nhan ho so be) sung ran: ngay.....
 Ngtroi tiep nhan ho so' (K.35, ghi ro chic dank, ho va ten)
 1 Ten ca quan cap giay chimg nhan du dieu kien tiem chUng 2 Chia viet tat ten co quan cap giay chung nhan du (lieu kien tiem chi:mg 3 Dia dank 4 Dia chi Cu the cUa dun vi tiep nhan ho so xin cap giay chirng nhan (la dieu kien tiem chimg
 s6: .....
 29
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Phu luc s'4 5 MAti bien ban tham dinh cap giay chtimg nhan du dieu kien tient chting
 (Ban hanh kern theo ThOng ttr so 12/2014/TT - BYT ngay 20 thong 3 nam 2014 ciia Bo trudiwg BO Y tl)
 C()NG HOA XA HOI CHU NGHIA VIVI NAM DOc lap - Tkr do - Haub phfic
 ngay....thang... nam 20...
 BIEN BAN THAM DINH Cap giay chirng nhan du dieu kien tiern chting
 I. THONG TIN VE CO SO Y TE
 1. Ten ca so ca. 2. Dia chi: 3. Dien thoai Email (neu co).
 4. Fax: II. THANH PHAN THAM GIA
 1. Thanh phan down tham dinh.
 2. Dai dien ca sa.
 Ill. NOI DUNG THAM DINH
 I. WO so phap 1ST
 Liet ke day du cac giay to ca lien quan den ca so. vat chat, nhan su, thiet bi y te.
 Nhan xet: 2. NOi dung tham dinh thirc to a) Dieu kien nhan sir: Liet ke s6 luting can N, trinh dO va s6 nam kinh nghiem:
 Nhan xet: b) Dieu kien trang thiet bi: Liet ke danh muc trang thi6t bi va tinh tang cua trang thiet bi:
 Nhan xet: c) Dieu kien co sir vat chat: Liet ke va mo to co so vat chat:
 Dia danh
 30
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Nhan xet: Sau khi kiem tra co. sa de nghi cap giay chUnI,2 nn an du kieu isjen tiem chUng theo cac dieu kien tai ThOng tu so 12.:2014/T1 - BY -1 r.42.a. 20 thang 3 nam 2014 dm BO true:mg BO Y to Huang dan vice van sir dung vac xin trong tiem chung. Doan tham dinh thong nhat nhu sau:
 1. Dieu kien ve nhan su 2. Dieu kien ye trang thiet bi 3. Dieu kien ve co. sa vat chat
 IV. KET LIJ4IN VA KILN NGHI
 1. Ket luan: Cu sa sau khi than-) dinh theo cac qu, dinh cua Thong tu so 12/2014/TT - BYT ngdy 20 thanp. 3 nam 2014 cila BO truang Bg Y to Huang an vice quail lv sir dung vac xin trong tiem . 2 .., cat: dieu kien
 quy dinh tai Thong tu. 2. Kien nghi (neu co): 3. kien khong dOng )71Teri ket luan va kien nghi cua down than= neu co. ):
 Thanh vien Doan than] dinh
 Da d (K); ghi r5 hp ten)
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Phu lvc so 6 Mau giAy chting nh4n co. s& du di'eu kien tiem chting
 (Ban hanh kein theo Thong tit so 12/2014/TT - BYT ngay 20 thong 3 nam 2014 cua BO truang BO Y te)
 SO Y TE TiNH, THANH F.116 LONG HOA. XA- MX CHU NGHIA VItT NAM - GCN Dcic 14p - Tv do -11#nh phtic
 GIAY CHirNG NHAN Co S6 BU DIEU KIEN TIEM CHUNG GIANI HOC S6 Y TE
 - Can cir Luat Phong, chemg benh truyen - Can cu Thong to so 12/2014/TT BYT ngay 20 thong 3 nam 2014 dm
 BO tnrerng BO Y to Huamg don v. * quan 13'i sir dung vac xin trong tiem chiing;
 - Xet de nghi cua TruOng phOng Nghiep vu Y;
 CHUNG NI-1,4„N CO SO DU DIEU KIEN TIEM CHUNG
 Ten co' so Dia diem co' 2
 Da dot tieu chuAn ca sO du dieu kien tiem chimg Hieu luc cua giay chirng nhan. du dieu kien tiem chimg: 05 nam ke to ngdy cap./.
 ngay.... thong..... nam 20.... CHeC W CUA NGIf I KY
 (K.); ghi ro ho, ten va gong driu)
 Ghi bang chit in hoa co' chit 14 2 Dia chi cua co sO° 3 Dia danh
 32
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Phu luc stt 7 MALI bao cao tinh With sir dung vac xin
 ( Ban hanh kern theo :Thong tn. so 12/2014/TT - BYT ngay 20 thong 3 nam 2014 cria BO trithng BO Y te)
 Man so 1 Mau bao cao tinh hinh sir dung vac xin trong Chuang trinh Tiem chimg mei Ong
 (Ban hanh kern theo Thong tir so 12/2014/TT - BYT ngay 20 thong 3 Warn 2014 ara BO trtrang BO Y te)
 CONG HO A XA HOI CHU NGHIA VItT NAM WO lap - tiy do - 114nh phtic
 ... I ngay.... thing... nam 20....
 BAO CAO TiNH H1NH DUNG VAC XIN TRONG CHU'ONG TRINH TIEM CHUNG Mei RONG Tir ngay....thang cfien ngay. .thang
 STT 1J*
 vac xin
 Ten thircrng mai
 Ten nha sin xuat So 16 Han dung
 Ten nha x cung cap
 SO ton thing trunk
 A So Whip
 SO sir dang1 con So buy
 A So tiem S6 hien
 1
 2 3
 Ngtriri lam bao cao (4, ghi ro chic danh, ha vet ten)
 Ngay thing nam
 Thu trurerng don vi (1(,) ten dung data
 Dia danh 2 Bao gOm ca so dem va so huy
 33
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Phu luc so 7 Man bao cao tinh hinh sir citing vac xin
 ( Ban hank kern theo Thong to so 12/2014/TT - BYT ngay 20 thong 3 nom 2014 cna BO tracing BO Y r'e)
 se; 2 Mau bao cao tinh With su dking vac xin tiem chfing dich vu
 ( Ban hanh kem theo Thong tic so 12/2014/TT - BYT ngay 20 thong 3 nom 2014 cna BO trirong BO Y te)
 CONG HOA XA HQI CHU NGHIA VItT NAM Di)c lap - Tir do - 114nh ph&
 nom 20.... BAO CAO TINH HINH DVNG VAC XIN ITEM CHUNG MICH VV
 Tir ngay....thang den ngay. .thang nom.....
 STT Loai vie
 xin Ten
 Aiming mai san xuat Ten nlia Han
 So to dung Ten nIta cung cap
 S6 ton tiding trtrofc
 s6 nhasp
 So sir ding
 So hay S6 tiem
 S6 hi0 con
 1 2 3
 Ngay thing dam
 Ngtroi lam bat) eau (1q, ghi ro chat danh, ho va ten)
 Thu trtrerng don vi (4 ten, dong dau)
 Dia danh 2 Bao gom ca so nem va s6 tiny
 34
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Phu luc so 8 Mau bao cao cac truirng hqp !than timg thong thuirng sau tiem chung
 ( Ban hanh kem theo Thong to so 12/2014/TT - BYT ngay 20 thong 3 nam 2014 ci.ia BO truirng BO Y
 CONG HOA XA HO! CHU NGHIA VIET NAM DOc 14p - do - Hanh phtic
 ngay....thang... min 20....
 BAO CAO CAC TRU'ONG HOP PHAN ICING THONG THVONG SAU TIEM CHUNG Tir ngay....thang den ngay. Ahang
 STT Thong tin vt vac xin S6 trtro.ng him phalli Ling thong thu*ng sau tiem chfing Gill chi
 Loai vac xin sir dung
 Ten thuang mai
 SO lo lia. n dung
 So ding 14 xu at
 Nha sari S6t <39 °C
 Sung, dau tai cho tiem
 Cac trieu chung khac
 1
 2
 4
 5
 6
 7
 ....
 Nguoi lam bao cao (14, ghi ro chtic dank, ho va ten)
 Ngay thing nam Thu truing don vi (IV ten, (long dau)
 Dia dank
 35
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Phu inc so 9 Mau bao coo cac trtromg hop tai Bien n4ng sau tiem chiing
 ( Ban hanh kern theo Thong to so 12/2014/TT - BYT ngay 20 thaw 3 nam 2014 cita BO trta'rng BO Y tO
 CONG HOA XA HOI CHU NGHIA VIET NAM Nic lap - Tty do - II4nh phtic
 ... ] ngay....thang... nam 20....
 BAO CAO CAC TRU'O'NG HOP TAI MEN N12, NG SAU TIEM CHUNG Tir ngay....thang den ngay .thang
 STT
 Thong tin ye benh nhiin Thong tin ye vac xin Thong tin ye tiem chiing Ket I asn
 nguyen nhan
 Ghi chil H9 ten
 Giai Ngay Dia chi
 Ten vac xin (Ten throng
 mai)
 - So la 10
 Han dung
 Nha
 xuat
 Nha cung cap
 Ca s O. tiem
 chUng
 Ngay tiem
 Vi hi tiem
 Trieu ch(mg
 Xir tri:
 u2 • Ket qua
 NamNix
 Nguilti lam bao cal) (4, ghi rO chic danh, ho va ten)
 Ngay thing dam Thu truirng don vi (K).°1 ten, dong dciu)
 Dja danh 2 ldt qua. - Tu vong - Nhap Wen, dieu In MU dal a benh vien
 Tan tat, di ming
 - De d9a den tinh mang
 36
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Phu lyc so 10 , Mau gia'y chtimg nh4n tham dkr tap !man ye tiem chung
 (Ban hanh kern theo Thong ttc so 12 /2014/TT-BYT ngay 20 thong 3 nam 2014 cita BO trtcong BO Y te)
 CONG HOA XA HOI CHU NGHIA VIVT NAM Hoc lap - Ty° do - Hanh phtic
 GIAY CHUNG NHA: N THAM acr TAP HUAN VE TIEM CHUNG
 Ong (Ba): (Bac s5-7, Y sy, Y O.)
 Ngay, thang, nam sinh-
 Cong tac tai:.... 2
 Da hoan thanh khoa tap huan cac quy dinh ve tiem chung
 Tir ngdy.... thang nam .den ngdy- thang nam
 Do ' to chirc
 Giay chimg nhan có gia tri 03 nam ke to ngdy cap.
 ..4...., ngdy....thang....nam....
 Dai drel. co' s& tap huAn
 (1<j5 ten, (long dau)
 'Ca so to chic tap huan `Co so tiem chUng 'Ten ca so' to chtic tap huAn `ilia danh nai co sa to chdc tap huAn
 37
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