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Intravenous Injection

Box of 1 vial
L Powder for injection

Keep out of the reach of children.
Read carefully the instruction before use.

Vifortiam 1g

EACH VIAL CONTAINS:

1g Cefotiam (as Cefotiam hydrochloride)
Excipient: 0,242g Sodium carbonate
INDICATIONS

USAGE i\ Pleaseread
CONTRA - INDICATIONS  : | enclosed feaflet
AND OTHER INFORMATION :

STORAGE: At a dry place,
temperature below 30°C, protect from light.
SPECIFICATIONS: USP 38,

&

Manufactured by: VCP PHARMACEUTICAL 1.5.C
Address: Thanh Xuan - Soc Son - Ha Noi - Viet Nam
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Tiém bap
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Dé xatdm tay ciia tré em,
Bocky hudng din st dung truéc khi ding.
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Té dugc: 0,242g Natri carbonat

clpiN
CACH DUNG- uEuuum; Xinidpc trong ¥
| husmadénsi

CHONG CHI DINH dungkémhes,
CACTHONGTINKHAC :

BAO QUAN: Nai kha

nhiét dé dudi 30°C, tra ang.

TIEU CHUAN: USP 38,
SDK /REG.N?:

4
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Bia chi: Thanh Xudn - S6¢ San - Ha Néi - Vidt Nam
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CONGTY CO PHAN DUGC PHAM VCP

‘ MAU NHAN DANG KY
THUOC BOT PHA TIEM Vifortiam 1g
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For Intramuscular or
Intravenous Injection

Box of 1 vial + 4 ampoules
Powder for injection

Keep out of the reach of children.
Read carefully the instruction before use.

Vifortiam 1g

EACH BOX CONTAINS:

* 01 vial of powder for injection:

1g Cefotiam (as Cefotiarn hydrochioride)
Exclpnent 0,2429 Sodium carbonate

:’ * 04 ampoules of water for injection Smf
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i Manufactured by:
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1, Add: 118V Xuan Thie - Lang Bien - Ha Nol J
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AND OTHER INFORMATION®

STORAGE: At a dry place,
temperature below 30°C, protect from light.
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Manufactured by: VCP PHARMACEUTICAL J. S.C
Address: Thanh Xuan - Soc Son - Ha Noi - Viet Nam
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Cefotiam 1g
Tiém bép
Tiém tinh mach
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Thudc bot pha tiém
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D& xa tam tay cia tréem.

Boc ky hudng dan sit dung trudc khi ding.

Vifortiam 1g
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Bia chi: Thanh Xuan - S6¢ San - Hs Nex- Viét Nam

_J

]4/02/201 7

15 s N



‘https://trungtamthuoc.co

m/

CONGTY €O PHAN DUOC PHAM VCP

’ MAU NHAN DANG KY
THUGC BOT PHA TIEM Vifortiam 1g

4.Nhan hop 01 lo + 04 6ng nudc cat 5ml, sdn xuat tai CTCPDPTW 2 - Dopharma- i 1& 100%
Kich thudc: 55 mm x 35 mm x 85mm
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For Intramuscular or
Intravenous Injection

Box of 1 vial + 4 ampoules
Powder for injection

Vifortiam

GMP -WHO
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Keep out of the reach of children.
Read carefully the instruction before use,

Vifortiam 1g

EACH BOX CONTAINS:

*01 vial of powder for injection:

1g Cefotiam (as Cefotiam hydrochloride)
Exnp\ent 0,242g Sodium carbonate

:’ * 04 ampoules of water for injection Srnl
| REG.N*:VD-18637-13

| Manufactured by: DOPHARMA

| Add: Lot 27 Quang Minh industrial

i zone - Me Linh - Ha Noi

INDICATIONS

USAGE 7| Please read
CONTRA - INDICATIONS: enclosed leaflet
AND OTHER INFORMATION®/

STORAGE: At 3 dry place,
temperature below 30°C, protect from light.
SPECIFICATIONS: USP 38.
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Manufactured by: VCP PHARMACEUTICAL 15.C
Address: Thanh Xuan - Soc Son - Ha Noi - Viet Nam
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Doc ky huéng din sir dung trudc khi dung.
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* 0T lo thuée bot pha tiém:

1g Cefotiam

(dudi dang cefotiam hydraclorid)
Té duge: 0,242g Natri carbonat
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' SPK:VD-18637-13
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CHi BINH .
CACH DUNG- LIEU DUNG: ::jﬂ;"‘;‘;d’:’fu"’
CHONG CHi DINH

dungkémt
CACTHONGTIN KHAc
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R, Thuéc ban theo don

THUOC BOT PHA TIEM VIFORTIAM 1G
HUONG DAN SU DUNG DANH CHO NGUGI BENH

Poc k§ hwéng din sir dung truée khi dung
Pé xa tim tay tré em
Théong bao ngay cho bic s§ hodic dwgc sy nhirng tic dung khéng mong muén gip

phai trong qua trinh sir dung thube.

1. THANH PHAN, HAM LUQNG: Cho 1 lo thudc bt pha tiém.

Cefotiam (dudi dang cefotiam hydroclorid): 1,0g

Natri carbonat: 0,242¢
2. MO TA SAN PHAM:

Thudc bt pha tiém. Bot mau tring hodc trang nga, dong trong lo thuy tinh, ddy nut
cao su va xiét np nhom kin.
3. QUI CACH PONG GOI:

+ 1g Cefotiam:

- Hop 01 lo thude bot pha tiém va to huéng dan sir dung thude.

- Hop 10 lo thudc bot pha tiém va tor huéng dan sir dung thudc.

- Hop 01 lo thude bot pha tiém + 04 dng nude ct pha tiém 5Sml va t& huéng dén sir
dung thube.
4. THUOC DUNG CHO BENH GI?

Thubc chi dinh trong céc truong hop nhiém khudn do cac ching nhay cé?ﬁ_ga{ ra:

- Nhiém khuin mau.

- Vét thuong truée phau thuat, nhiém khudn vét bong, 4p xe dudi da, nhot, nhot doc
dudi da do nhiém khuan va sinh mu, dinh nhot.

- Viém c6t séng, viém khép nhiém khuan.

- Viém amidan, viém phé quan, viém phdi, cac bénh nhan nhiém khuin phoi.

- Viém tai mat.

- Viém thén, viém bang quang, dudng niéu, viém tuyén tién liét.

- Viém mang ndo.

- Nhiém khuan bén trong tir cung, nhiém khuin mang bung.

- Viém tai gitra.
5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQONG?

Thubdc duge dung theo dudng tiém tinh mach, truyén tinh mach hoic tiém bap.
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Liéu lwgng va dudng dung duge xac dinh boi mue do nhiém khuén cia bénh nhén,
tinh trang ciia bénh nhan, muc do nghiém trong ctia nhiém trung, va tinh nhay cam cia
cac sinh vét giy bénh.

Bac sy 1a ngudi quyét dinh lidu dung va thoi gian diéu tri véi cefotiam. Didu nay con
phu thudc vao tinh hinh bénh nhan, viéc diéu tri béng cac thudc khac dugc hay khong.

6. KHI NAO KHONG NEN DUNG THUOC NAY?

Bénh nhén c6 tién st b séc boi cefotiam.

Bénh nhén man cdm véi cephalosporin.

Khéng dugc tiém bip cho tré em.

Bénh nhén bi qua man véi cac thude gdy mé, gy té c6 gbc anilin nhu lidocain thi
khong dugc tiém bép.

7. TAC DUNG KHONG MONG MUON:

- Sbc: Sbe c6 thé xay ra, néu co bt ky d4u hiéu nao lién quan xay ra phai ngung sir
dung Cefotiam ngay lap tirc.

- Man cam véi thube: Céc phan mg qua man nhu phat ban, ndi mé day, ban d6, ngua
ngdy hoic sot. Hoi ching Stevens-Johnson hozc nhiém déc hoai ttt da hiém khi X4y ra.

- Than kinh trung wong: Dung qua lidu ¢6 thé gdy ra tai bién & nhiing bénh nhén suy
than. Di ing vé6i Cephalosporin (séc phéan vé).

- Mau: Thiéu mau, giam bach cAu hat, tang bach cu wa eosin hoiic giam tiéu ciu.

- Gan: Hiém thdy truéng hop ting GOT, GPT hoic ALP, LDH hozc GTP.

- Tiéu hoa: Hiém théy viém két mac rudt nghiém trong nhu viém ruét trang gia, biéu
hién r6 trong phin ¢6 mau. Pau bung va tiéu chay thuong xuyén, cin phai ¢6 cach diéu
tri thich hop, bao gdm ca viéc ngung chi dinh ding cefotiam. Truong hgp budn nén, 6i
mira hodc chan n hiém gip.

- Than: Suy thén, dic biét suy than cép 6 thé X4y ra.

- H6 hép: Hiém gdp hoi chimg PIE keém theo sot, ho, khé tha, bé‘“@xﬁmg trong X
quang ngue hodc c6 t€ bao wa eosin. Néu nhitng bét thuong nay xdy ra, ngung dung thudc
va dung liéu phép thich hop nhu dung céc hoormon tuyén thuong thén.

- B6i nhiém: Viém miéng, nhidm nim Candida.

- Thiéu vitamin: Hiém khi thdy thiéu vitamin K gdy ra hién tuong mau khéng déng va
¢o xu huéng chay mau hoic thiéu vitamin B (viém ludi, viém miéng, chan an, viém day
than kinh. . ok

- Cac tac dung phu khac: Choéng mit, dau dau c6 thé Xay ra.
8.NEN TRANH DUNG THUOC HOAC THUC PHAM Gi KHI PANG DUNG
THUOC NAY?
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Can thong bao véi bac sy khi ban dang dung cac thudc khang sinh cephalosporin khéac

hoic thubc 1gi tiéu nhu furosemid.
9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC?

Thong bao ngay lap tic vai bac sy.
10. CAN BAO QUAN THUOC NAY NHU THE NAO?

Béo quan & noi khé, nhiét dd dudi 30°C, tranh &nh sang.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Cac triéu chimg khi qua liéu bao gém budn ndn, ndn, dau vung thugng vi, tiéu chay,
co giat. Khong nén sir dung qué liéu chi dinh cua bic sy.

12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO?

Ngirng thudc ngay lap tire, thong bao véi bac s¥.

Bao vé dudng ho hdp ctia ngudi bénh, hd trg thong khi va truyén dich.

13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC:

Thén trong sir dung thudc cho nhitng bénh nhan sau day:

- Bénh nhén c6 tién st qua man véi cefotiam hay céc khang sinh nhém cephalosporin,
penicilin.

- Bénh nhan ma ban than va gia dinh dé bi cac triéu chimg di tng nhu hen phé quan,
ngoai ban, néi mé day...

- Bénh nhéan suy than nang.

- Bénh nhén tiéu hoa kém, bénh nhan dugc nudi dudng ngoai duong ti€u hoa, nguoi
16m tudi, bénh nhan bj suy nhuoc (vi thiéu vitamin K c6 thé xay ra).

SGc phan vé ¢6 thé xay ra, do do cin tim hiéu k§ vé tién sir di tng ctia bénh nhan. Cén
tién hanh phan mg test trén da trudc khi tiém. Nén chudn bi sin cac bién phap cp ciru
tinh trang sbc va phai theo doi bénh nhan dén khi tinh trang 6n dinh.

Sir dung thubc cho phu nir ¢6 thai va cho con bi: .

- Thoi ky mang thai: Chua c6 du dir liéu lam sang va trén dong vétﬁ\M stt dung khi
thue su can thiét.

- Thoi ky cho con bu: Thubc vao sita it, sd lugng rét thép so véi lidu diéu tri. Do do,
¢6 thé cho bu khi dung thube nay. Tuy nhién, phai ngimg cho bu hodc ngimg thude néu
thdy dira tré bi tiéu chay, nhiém ndm Candida hogc phét ban trén da.

- Tac dong cia thudc khi l1ai xe va vin hanh may méc: Mot sé tac dung khong
mong mubn co thé xay ra nhu dau dau, chong mat, nén cin than trong viéc 1ai xe va van
hanh may moc.

14. KHI NAO CAN THAM VAN BAC SY, DUQC SY?
Khi ban c6 tién st di ing véi cac thube penicilin, cephalosporin hoic céc thude khac.
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Trong va sau khi dung thude, néu thdy c6 mot trong cac dau hiéu dj irng (nhu phat ban,
ngtra, sbt, kho thé. . .) cén théng bao ngay 1ap tirc vai bac s¥.
Néu cin thém théng tin xin héi y kién bac sy hodc dwgc s¥.

15. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xut
16. NGAY XEM XET SUA POIL, CAP NHAT LAI NOI DUNG HUONG DAN SU
DUNG
17. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP

VCP Pharmaceutical Joint — Stock Company

Thanh Xuén - Sé¢ Son - Ha Noi — Viét Nam

Dién thoai: 024.35813669 / Fax: 024.35813670

HUONG DAN SU DUNG DANH CHO CAN BOY TE

1. CAC PAC TINH DUQC LUC HOC, DUQC PONG HQC
1.1. Dwoc lwe hoc:

Nhom dirge ly: Khang sinh.

Ma ATC: JO1DCO7.

Cefotiam la mot khang sinh ban téng hop thudoc ho beta-lactam trong nhém
cephalosporin thé hé 3, ¢6 tac dung phd rong dbi voi vi khudn Gram duong va Gram am.
Thube duge tiém bép hodc tinh mach dudi dang hydroclorid nhung liéu luong dugc tinh
theo dang base.

Co ché téc dung ciia cefotiam 1a do e ché tong hop vach té bao cia vi khudn. Phé tac
dung cua cac khang sinh beta-lactam lién quan dén dic tinh cua khang sinh gin vio cac
protein gin penicilin nAm trén vach té bio vi khuin. Cefotiam c6 al\ manh d6i véi
protein 1 va 3 gin penicilin, 1a cac protein can thiét cho t& bao vi khuin phét trién va
phan chia. Cefotiam qua mang ngoai cua E.coli nhanh hon g4p 2 — 10 14n so véi cefazolin
va cephalexin. Cefotiam bén vitng déi véi nhidu beta lactamase nhung twong d6i kém
hon so véi mot sb cephalosporin thé hé 3 khéc va khéng c6 tac dung chéng Pseudomonas
aeruginosa, Enterobacter cloacae. Do viy, thubc khéng dugc khuyén céo dé didu tri theo
kinh nghi¢ém nhitng nhiém khuén do 13y truyén trong bénh vién.

Phé tdc dung: Céc ndng do téi han phén chia céc chiing nhay cam véi céc ching nhay
cam vira va cac chiing khang thude: S (nhay cam) < 1 mg/lit va R (khang) > 2 mg/lit.

Céc chung nhay cam: vi khuin wa khi Gram duong: Staphylococcus nhay cam véi

meticilin, Streptococcus nhém A, B, C va G, céc Streptococcus khac (0-28%),
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Streptococcus pneumoniae (10 — 40%); vi khudn wa khi Gram &m: Branhamella
catarrhalis, Citrobacter koseri, Escherichia coli, Haemophilus influenzae, Klebsiella,
Proteus mirabilis, Proteus vulgaris, Providencia, vi khuén ky khi: Fusobacterium,
Peptostreptococcus, Prevotella.

Cic chung khang: Vi khuin wa khi Gram duong: Enferococcus, Listeria
monocytogenes, Staphylococcus khang meticilin; Vi khuin wa khi Gram am:
Acinetobacter, Citrobacter freundii, Enterobacter, Morganella morganii, Pseudomonas,
Serratia; vi khudn ky khi: Bacteroides fragilis, Clostridium.

1.2. Duwgc dong hoc:

Sau khi tiém bap 1 g cefotiam, ndng do dinh trong huyét trong dat dugc 1a 16 mg/lit, 1
gi®r sau khi tiém va sinh khéa dung ctia cefotiam 1a 63 — 74 %. Thoi gian ban thai 12 1 gio.
Sau khi cho thudc lién tiép, khong co hién tugng tich luy thudc trong co thé.

Thé tich phan b cuia cefotiam sau khi tiém tinh mach 14 0,5 lit’kg (khoéng 35 — 40 lit),
cao gp 2 hoic 3 lan thé tich phan bd cla céc cephalosporin tiém khac, cho thy thude dé
dang phéan bd vao cac md va dich trong co thé nhu xuong, da, mat, thén, tai, mii hong va
dom. Cefotiam phén bd nhanh chéng vao dich mang bung, md tuyén thugng théan, gin
voi protein huyét twong 40%, vugt qua hang rdo mau ndo, qua sita me va nhau thai.

Chuyén hoa va thai trir: Cefotiam c6 hoat tinh va hdu nhu khong bi chuyén hoa. Pao
thai qua loc & cAu than va bai tiét & dng than. Hé sb thanh thai cua than 1a 250 ml/phat, tir
30 - 35 % lidu ding duoc tim thiy trong nudc tiéu dudi dang khong chuyén hod.

O ngudi suy gan, suy than niing, cefotiam dao thai cham.

C6 thé loai trir bing thim phan mau, khoang 44% lidu dung dugc thdy trong dich tham
phan. Khéng thim phan mang bung dugc vi chi 6% cua lidu 1 g cefotiam dugc thdy trong
dich thAm phan trong 5 git thAm phén lién tuc.

2. CHI PINH: )

Vifortiam 1g dugc chi dinh trong cac trudng hop nhiém khuin 3&4 ching nhay cam
gay ra:

- Nhiém khuan méu.

- Vét thuong trude phiu thuat, nhiém khudn vét bong, ap xe dudi da, nhot, nhot doc
dué6i da do nhiém khudn va sinh mu, dinh nhot.

- Viém cot séng, viém khép nhiém khuén.

- Viém amidan, viém phé quén, viém phdi, cdc bénh nhan nhiém khuan phoi.

- Viém ti mat.

- Viém thén, viém bang quang, dudng ni¢u, viém tuyén tién liét.

- Viém mang ndo.

- Nhiém khudn bén trong tir cung, nhiém khuan mang bung.
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- Viém tai gitra.
3. LIEU DUNG - CACH DUNG:

Liéu luwong: Liéu lwrong dugce tinh theo dang base khan.

Nguoi I6m: Tiém tinh mach 0,5g — 2g/ngay, chia 1am 2 — 4 liéu.

Liéu didu tri nhi®m tring mau & ngudi 16n c6 thé 1én dén 4g/ngay.

Tré em: Tiém tinh mach 40 — 80mg/kg thé trong/ngay, chia lam 3 — 4 lan.

Liéu diéu tri nhiém tring ning hoic kéo dai (nhu nhiém tring mau, viém mang nio) ¢
tré em c6 thé tang dén 160mg/kg/ngay.

Déi véi bénh nhdn suy than:

Po thanh thai Creatinin i
Liéu dung

(ml/pht)
> 16,6 Khong can hiéu chinh liéu
75% liéu cefotiam théng thudng moi 6 gior hodc
< 165 8 gi0.

Khong can hiéu chinh liéu néu khoang cach dua
thudc 1a mdi 12 gio.

Néu bénh nhan c¢6 do thanh thai creatinin > 16,6 ml/phit, gitt nguyén liéu nhung nén
gian khoang cach dua liéu: 0,5 g moi 9 gio voi bénh nhan ¢6 d6 thanh thai creatinin 1a 60
ml/phat, 0,5 g moi 13 gio véi bénh nhan ¢6 do thanh thai creatinin 40 ml/phat, moi 22
gio vai bénh nhan c6 d6 thanh thai creatin 28 ml/phat.

Puong dung: Tiém tinh mach hodc tiém bép.

Cdch diing:

- Tiém tinh mach: Thubc nén dugc pha véi nude cat pha tiém, dung dich NaCl 0,9%
hodc dung dich dextrose 5%. Hoa tan 1g thudc trong 20ml nuée cat pha tiém. Tién hanh
tiém ngay sau khi pha.

- Tiém truyén tinh mach: Pha thube voi dung dich tiém tnﬁiwu NaCl 0,9%,
glucose 5%. Truyén nho giot tinh mach trong thoi gian 30 — 120 phut doi v6i ngudi on
va tré em nén truyén 30 — 60 phut. Khong st dung nude cit pha tiém dé pha dung dich
thude truyén nho giot tinh mach do tao dung dich khong dang truong.

- Tiém bip: Hoa tan lg Cefotiam trong 3ml dung dich thudc tiém Lidocain
hydroclorid 0,5%. Thudc chi tiém bip khi khong thé tiém tinh mach.

Dé 6n dinh cua dung dich thudc sau khi pha:

Thudc pha xong nén sir dung ngay, néu chua dung khong dugc dé qua 8 gior & nhiét do

phong.

| YA
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Nén dung xilanh c¢6 dung tich > 10ml dé hut dung dich thudc sau khi pha. Dung dich
c6 thé c6 mau tir hoi vang dén vang sim nhung khong énh hudng gi dén chét luong cua
thudc.

Cdch pha:

PUNG SAl PUNG SAl

? Khong khi

C ] Déu kim
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4. CHONG CHI PINH

- Bénh nhan ¢6 tién sir bi sbc boi cefotiam.

- Bénh nhén man cam véi cephalosporin.

- Khéng dugc tiém bip cho tré em.

- Bénh nhan bi qua man véi cac thubc gdy mé, gy té c6 goc anilin nhu Lidocain thi
khong dugc tiém bip.
5. THAN TRONG:

Xem ¢ muyc 13. Nhitng diéu cin than trong khi ding thudc nay trong phan Huéng
dan str dung danh cho bénh nhan.

- Thén trong khi tién hanh céc thir nghiém nudc tidu bang thude thir Benedict, thube
thir Fehling va Clinitest ngoai trir phan tng Testtape vi ¢ thé cho két qua duong tinh gia.

- Thén trong vi phan ing Coombs tryc tiép c6 thé cho két qua duong tinh gia.

- Ham lwong natri: Mdi 1o thube bot pha tiém Vifortiam 1g c6 chu@}(lv@ég mg natri, do
d6 can than trong trén nhitng bénh nhén ¢6 kiém soat ham lugng natri.
6. TUONG TAC THUOC:

Thinh thoang ¢6 dc tinh trén than khi sir dung cung véi khang sinh ho cephalosporin
hoic véi thude loi tiéu nhu furosemid.
7. TAC DUNG KHONG MONG MUON (ADR):

Xem ¢ muc 7. Tac dung khong mong muén trong phan Huéng din st dung danh cho
nguoi bénh.
8. QUA LIEU VA CACH XU TRi:

Céc triéu chitng khi qua lidu bao gbém budn nédn, nodn, dau vung thugng vi, tiéu chay,

co giat. Khong nén st dung qua lidu chi dinh cuia bac sy.
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Xtr tri: Piéu tri triéu ching.
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CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thanh Xuén - So6c Son - Ha N§i — Viét @?

Dién thoai: 024.35813669 Fax: 024.35813670
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