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MAu nhan hop Vinphenyl x 5 6ng
Kich thudc: (12.2 x 2.5 x 1) cm

VINPHACO

NPHENYL

Phenylephrin 50 mcg/ml

ty c8 phan Dugc phdm Vinh Phic

S6 777 dudng Mé Linh, P. Khai Quang, TP. Vinh Yén, T. Vinh Phuc.

DT: 02113861233  Fax: 02113862774

GMP-WHO

Dia chi san xuat: Thén Mau Thong, P. Khai Quang, TP. Vinh Yé
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Composition: Each 10 ml solution contains:

Phenylephrine (as phenylephrine hydrochloride) ... .0.5mg
Excipients g.s... . wndO I
icati ini , C ications and other information: “Keep out of reach of children”
Please read the package insert, “Read the package insert carefully before use”

Specification: In - house.
Storage: Store in & dry place, do not store above 30 °C, protect from
light
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Nhan trén éng Vinphenyl 8ng 10 ml
Kich thudc: 40 mm X 28 mm.

VINPHENYL

Phenylephrin 50 mcg/ml
ong 10ml
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Thanh phén: M&i 10 ml

Phenylephrin (dudi ozr

enylephrin hydroclond)....0.5 Mg

L p—o k] “Dé xa tam tay tré em”
Chi dinh, cach diing, chéng chi dinh va cac théng tin khac: o P a Py
P i * <. ° “poc ki hudng dén st dung trudc khi dung
Xem trong t& hudng dan stf dung thude kem the .
Tiéu chudn chét lugng: TCCS

Diéu kién bdo quan: Noi kho rao, knong Qua 30 °C, tranh anh sang.

't

JIl

|
aetly

LI



https://trungtamthuoc.com/

MAu nhan hép Vinphenyl x 10 éng
Kich thudc: (12.2 x 4 X 1) cm

n VINPHACO

INPHENYL

Phenylephrin 50 mcg/ml
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GMP-WHO

Dung dich tiém
TTM, TTTM
Hop 2 vi x 5 8ng x 10 ml

Composition: Each 10 ml solution contains
Phenylephrine (as phenylephrine hydrochlor ide) ...
Excipients g.s. S————— L S L
Indications, administration, contraindicatioms and other information:
Please read the package insert.
Specification: ouse.
Storage: Store in a dry place, do not store =bove 30 °C, protect from ;
light “Keep out of reach of children”

“Read the package insert carefully before use”

Vi tri in mé& vach

Manufacturer: Vinh Phuc Pharmaceutical Joint Stock Company
Office: 777 Me Linh road, Khai Quang Ward, Vini— Yen City, Vinh Phuc province. Vietnam.
Tel: (+84' 861233 Fax: (+84) 2113862774

Factory: Mau Thong hamlet, Khai Quang Ward, “inh Yen City, Vith Phuc province, Vietnam.
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| Nhéan trén 6ng Vinphenyl
Kich thudc: 40 mm X 28 mm.

VINPHENYL
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Phenylephrin 50 mcg/ml
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Thanh phan: Moi 10 mi d y SPK/Reg. No.:
Phenylephrin (dudi dang phenylephrin hyc3rc ..05mg i
A Jom  S816SX/Batch No.:
1 , cich dung, chéng chi dinh va c&c thong tin khac: NSX/MFG. Date:
= g to hudng dén st dung thudc keem theo. HD/EXP. Date:
% Tiéu chuan chat lugng:
= 3 Diéu kién bao quan: Nai kha réo, khong <= ud 30 °C, tranh anh sang. Dé xa tim tay tré em”
| 3 o i . 4 4 i
€0 s san xuit: Cong ty c phdn Dugc pErdm Vinh Phic Doc ky hudng dén sif dung trudc khi dung’
— 56777 duing Mé Linh, . Khai Quang, TP. Vinh Yén, T. Vich Phic.
| DT 0213861233 Fax: 02113862774
= Bia chi s&n xudt: Thon Mau Théng, P. Kha i Quang, TP, Vinh Yen, . Vish Phic.
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Phenylephrin 50 mcg/ml
C100 M100 M100 Y100 C18 M100

Hop 5 tdi nhém x 16ng x 10 ml

Dung dich tiém
TTM, TTTM

p Vinphenyl
i nhém x 1 6ng x 10 ml
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VINPHENYL

Phenylephrine 50 mcg/ml
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HUONG DAN SU DUNG THUOC

VINPHENYL

|4\ DUQC PH “Thudc nay chi dung theo don thube”
VINH PHUC / “pé xa thm tay tré em”

“Poc ky hwong din siv dung trude khi ding”

1. Thanh phén cong thire cua thude:

Cho mdi 10 ml dung dich tiém chura:

Thémh phéan duoc chdt: Phenylephrin (dudi dang Phenylephrin hydroclorid) ............. 0,5 mg
Thanh phﬁ:n td duoc: Natri clorid, acid citric monohydrat, natri citrat, nude dé pha thube

tiém....vtra du 10 ml

2. Dang bao ché:

Dang bao ché: Dung dich tiém.

M5 ta dang bao ché: Dung dich trong, khdng mau, dong trong 6ng thuy tinh, han kin.

pH: 3,0 - 6,5

3. Quy cach déng goi:

Hop 1 vi x 5 dng x 10 ml.

Hop 2 vix 5 éng x 10 ml.

4. Chi dinh:

- Diéu tri ha huyét ap trong khi gdy mé toan than, gdy (& viung nhu gay té tuy sbng, ngoai
mang cing dé thuc hién thu thuat ngoai khoa hodc san khoa.

- Piéu tri du phong ha huyét ap khi gay té tay song dé lam thu thudt ngoai khoa hogc san

khoa.
5. Liéu dung - cich ding:

Cach ding:

- Ding duong tiém. Tiém tinh mach nhanh (IV bolus) hodc truyén tinh mach lién tuc.

- Dung dich tiém phenylephrin 50 mecg/ml nén duge str dung boi cac nhan vién y té c6 kinh
nghiém va dugc dao tao phu hop.

- Dung dich phenylephrin 50 meg/ml c6 thé truyén tinh mach lién tuc khi pha lodng véi dung
moi la dung dich glucose 5% hodc natri clorid 0,9% (duge nong d6 20 meg/ml).

- Khong ¢6 yéu cdu dic biét vé xir Iy thude sau khi st dung.

Liéu ding:

— Tiém tinh mach nhanh (IV bolus): Liéu thudong dung la 50 dén 100 meg tiém tinh mach
nhanh (bolus), ¢6 thé lap lai cho dén khi dat duoc tac dung mong mudn. Co thé ting liéu trong
trudng hop ha huyét 4p nang, nhung khéng vuot qua 100 meg lidu bolus.

- Truyén tinh mach lién tuc: Lidu ban ddu 25 dén 50 meg/phut. Co thé tang lidu [&n dén 100

meg/phut hodc giam licu dé duy tri huy¢t dp tdm thu gan mirc co ban.
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Cén than trong khi ding phenylephrin cho bénh nhan cao tudi.

Bénh nhi

Tinh an toan va hiéu qua ctia phenylephrin ¢ tré em chua duogc xac dinh.

Chua ¢6 san dit lidu.

6. Chéng chi dinh:

- Bénh nhan qua man cam véi phenylephrin hodc véi bat ky thanh phin nao cia thude;

- Phéi hop véi IMAO khéng chon loc (hodc trong vong 2 tudn sau khi ngimg cac thude nay)
vi nguy co ting huyét &p kich phat va tang than nhiét cé thé gay tir vong (xem muc Twong
tac, twong ky ciia thudc);

- Trén nhitng bénh nhéan bi ting huyét 4p niang hodc bénh mach mau ngoai vi vi nguy co hoai
thur do thiéu méu cue bd hoiic huyét khdi tinh mach;

- Trén bénh nhan cudng gidp ndng.

7. Canh bdo va thin trong khi dung thube:
- Theo dai huyét 4p déng mach va tinh mach trong qué trinh diéu tri.
- Nén than trong khi dung phenylephrin trong cac truong hop sau:
o Dai thao duong;
o Ting huyét ap;
e Cuong giap khong kiém soét;
e Suy mach vanh va cc bénh tim man tinh;
e Suy mach mau ngoai bién khong nghiém trong;
e Nhip tim cham,;
o Block tim khong hoan toan;
e Nhip tim nhanh;
e Loan nhip tim;
e Dau thét nguc (phenylephrin c6 thé gdy ra hoic lam trdm trong thém con dau that
nguc & nhitng bénh nhan bi bénh mach vanh hode tién str dau thét nguc);
e Phinh mach;
e (G16cOm goc dong.
- Phenylephrin ¢6 thé lam giam cung lugng tim. Do d6, phai hét sire than trong khi dung
thude cho bénh nhén xo vita ddng mach, bénh nhén cao tudi va/hoic bénh nhén bi suy tudn

hoan ndo hodc suy dong mach vanh.

Ma maquette Xxxx
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| ciia huyét ap muc tiéu.

ong hop suy tim niang hodc soc tim, phenylephrin co thé lam trAm trong thém tinh

mo.

Canh bao ta duoc:

Thubc nay chira 33,0 mg natri moi éng 10 ml, twong duong véi 1,65% lugng thue dn t6i da
duge WHO khuyén nghi hang ngay la 2 g natri cho mdi nguoi lén.

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

St dung th ubc cho phu nir cé thai:

- Céc nghién clru trén dong vat chua du dir li¢u dé két luan vé doc tinh sinh sén va kha nang
gdy quai thai cua phenylephrin.

- Dung phenylephrin trong giai doan cubi cua thai ky hodc trong khi sinh co thé gay thiéu oxy
va nhip tim chdm cho thai nhi. Cé thé xem xét str dung phenylephrin dang tiém trong thoi ky
mang thai theo ding chi dinh cua thudc.

- Viée phdi hop v6i mot s thude co tir cung c6 thé din dén ting huyét 4p nghiém trong.

St dung thudc cho phu nie cho con bii:

- Mot lugng nho phenylephrin dwoce bai tiét qua stra me va sinh kha dung dudng udng cé thé
thap.

- St dung thude co mach cho ngudi me cd thé lam cho tré b me phoi nhiém véi nguy co téc
dung tim mach va than kinh. Tuy nhién, néu chi st dung mét 1an duy nhat trong khi sinh thi
van ¢6 thé cho con bu me.

Khi ndng sinh san:

Chua ¢6 sén dir liéu vé anh hudng ctia phenylephrin dén kha ning sinh san.

9. Anh huwéng cia thude 1én kha niing lai xe, vin hanh may mée:

Khi str dung thuc nay khéng nén l4i xe hogc van hanh may moc.

10. Twong tac, twong ky cua thube:

Twong tdac:

Cdc phoi hop chong chi dinh (xem muc Chong chi dinh)

e Céc thube trc ché men monoamine oxidase (IMAO) khéng chon loc
Tang huyét ap kich phét, ting than nhiét ¢6 thé gay tir vong. Do céc thube IMAO c6 thoi gian
tac dung kéo dai nén twong tdc nay van o thé xay ra sau 15 ngay ké tir khi ngirg dung céc
thude IMAO.

Cdic phoi hop khéng nén ding (xem muc Tde dung khdong mong mudn)

o Alkaloid nidm cua ga chu vén trén thu thé dopamin (bromocriptin, cabergolin, lisurid,

pergolid): Nguy co co mach va/hodc con téng huyét ap.

Ma maquette XXxX
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o Alkaloid nim cua ga co tac dung co mach (dihydroergotamin, ergotamin,

cthylergometrin, methylsergid): Nguy co co mach va/hodc con tang huyét ap.

9/ CONG Y
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¢ chéng trdm cam ba vong (nhu imipramin): Tang huyét ap kich phat kém nguy

an nhip (dc ché adrenalin hodc noradrenalin di vao cac soi giao cam).

¢ chéng trdm cam noradrenergic-serotonergic (minalcipram, venlafaxin): Tang

uyét ap kich phat kém nguy co loan nhip (irc ché adrenalin hodc noradrenalin di vao
cac SOl giao cam).

e Thubc trc ché men monoamine oxidase chon loc tuyp A (IMAO-A): Nguy co co
mach va/hodc con ting huyét ap.

e Linezolid: Nguy co co mach va/hodc con tang huyét ap.

e Guanethidin va céc san pham lién quan: Tang huyét 4p déng ké (tang tac dong lién
quan dén giam truong luc giao cam va/hodc e ché adrenalin ho#ic norepinephrin di
vao céc soi giao cam). Néu khong thé tranh dugc phdi hop thude nay, ¢én cha y giam
lidu cée thude cuong giao cam.

o Cac thude glycosid tim, quinidin: Téng nguy co loan nhip.

e Sibutramin: Tang huyét ap kich phat kém nguy co loan nhip (tc ché adrenalin hogc
noradrenalin di vao cac soi giao cam).

o Thubc mé halogen dé& bay hoi (desfluran, enfluran, halothan, isofluran, methoxyfluran,
sevofluran): Con tang huyét 4p khi phau thuét va loan nhip.

Cdc phéi hop cdn than trong:

Céc thube gay co bop tir cung oxytocic: Tac dung cdc amin gidng giao cam cht véan bi tang
cuong. Do dé, mot s6 thubc gy co bop tir cung oxytocic ¢6 thé gy ting huyét ap dai dang
nghiém trong va co thé xay ra dot quy hau san.

Twong ky:

Dung dich phenylephrin hydroclorid twong ky voi thudc gay 1é butacain; khi can phdi hop véi
thube gdy té, khong duoc dung butacain.

Thube twong ky véi kiém, mudi st, tic nhan oxy hoa, kim loai.

11. Tiac dung khong mong mudn cia thude (ADR):

Tém tit dic tinh an toan thubc:

- Céc tac dung khdng mong mudn thuong gip nhét ctia phenylephrin la nhip tim chém, tang
huyét ap, budn ndén va non. Ting huyét ap thuomg xay ra hon khi ding véi lidu cao.

- Nhip tim chdm co thé 14 do kich thich thu thé nhan cam 4p trung gian phé vi va diéu nay la
phtt hop véi tac dong duge luc hoc ctia phenylephrin.

- Céc tac dung khéng mong mudn duoc liét ké dudi day theo nhom co quan hé théng va loai
thn suit. Céc loai tin sudt duoc xac dinh la rit thuong gip (ADR > 1/10), thudng gap (1/100 <
ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10.000 < ADR <1/1000), rat hiém
gip (ADR < 1/10.000) va khong xac dinh (khong thé wac tinh tir di liéu ¢6 sén). Trong mdi
nhom, cdc phan tmg ¢6 hai duoc trinh bay theo thir tu giam dan murc dd nghiém trong.

Danh sach 1iét ké céc tdc dung khdng mong mudn:

M3 maquette xxxx
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n hé thong mién dich

CQN@‘{‘@I » ¢ dinh: Qué man
CO PR6N ogn, fim thdn
pUCC #BAM
VINH nb
—__ Ro# o hé than kinh

BN T EopA % .: T
6ng xac dinh: Pau dau, bon chon, mét ngu, di cam, run co.

¥Ac dinh: Lo léng, d& bi kich thich, bdn chdn, loan tdm than, 14 1an.

Réi loan miit
Khong xac dinh: Gidn ddng tir, lam nang thém glaucoma goc dong san co.
Réi loan tim
Khéng x4c dinh: Nhip chdm phan xa, nhip nhanh, danh 11'6ng nguc, tdng huyét ap, loan nhip,
dau thit nguc, thiéu mau co tim.
Réi loan mach mau
Khéng xac dinh: Xuét huyét ndo, con ting huyét ap.
R&i loan hé hdp, long nguce va trung thit
Khéng xac dinh: Khoé thd, phu phoi.
Réi loan tiéu héa
Khéng xéc dinh: Budn nén, ndn.
Réi loan da vé mé dwdi da
Khong xac dinh: D6 md hoi, da tai hoidc 1réng,, ndi da g4, hoai tir da kém thoat mach.
Réi loan co xuong va mé lién két
Khong xéc dinh: Yéu co
Réi loan thdn va duong tiét niéu
Khéng xac dinh: Kho tidu, b ticu.
Mb ta cdc tde dung khéng mong mudn da biét:
Phenylephrin thudng dugce st dung trong cac ca lam sang nghiém trong ¢ bénh nhan ha huyét
ap hodc sbc, mot sb tac dung khong mong mudn nghiém trong va tr vong da dugc bao cdo ¢
khéa ning lién quan dén cac tinh trang c6 sin tir trude ma khong lién quan dén viée str dung
phenylephrin.
Bénh nhdn cao tudi: Nguy co nhiém doc phenylephrin ting & bénh nhan cao tudi.
Bao cdo tac dung khong mong mudn:
Viéce bao cao tac dung khdng mong mudn sau khi thude duoc luu hanh la quan trong, gitp
tiép tuc theo ddi loi ich va nguy co khi sir dung thubc. Nhan vién y té can bao cdo bat ky tac
dung khéng mong mudn nao clia thude theo hé théng béo cédo Qubc gia.
“Théng bdo ngay cho bdc sj hodc dwoc sy

nhitng phdan teng cé hai gap phai khi siv dung thudc”

12. Qua lidu va cdch xir tri:
Qui liéu:
Céac triéu ching cua qua liu bao gém nhire dau, budn ndn, ndn, roi loan tim thén, hoang
tudng, ao giac, ting huyét 4p va nhip tim chim phén xa. Réi loan nhip tim nhu ngoai tim thu
thit va cac con nhip nhanh thét kich phat ngin co thé xay ra.
5
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- Phenylephrin 1a mot thuéc co mach manh tac dong bang céch hau nhu chi kich thich cac thu
thé alpha-1-adrenergic. Téac dung co déng mach nay cling kem theo co {inh mach, qua d6 din
dén tang 4p sudt dong mach va nhip tim chdm phan xa. Sy co mach manh & hé thong dong
mach lam ting strc can hé théng tdm thét (tdng hau ganh), dén dén giam cung lugng tim, co
thé it rd rét trén nguoi binh thudmg khoe manh nhung co6 thé lam trdm trong thém tinh trang
suy tim ¢6 san ti trude.

- Tac dung cua phenylephrin ¢6 lién quan dén céc dic tinh dugc 1y, vi thé ching ¢6 thé duoc

kiém sodt biang céc loai thudce giai doc da biét.

14. Dic tinh dwge dong hoc:

Thoi gian tac dung cua né la 20 phut sau khi tiém tinh mach.
Phdn bé:
Thé tich phan b & trang théi can bang 1a 340 lit.

Lién két voi protein huyét tuong chua duoge biét r6.
Chuyén hoa:

Phenylephrin duge chuyén hoa ¢ gan boi monoamine oxidase.

Thai trie:
Phenylephrin dugc thai trir chu yéu qua than dudi dang acid m-hydroxymandelic va cac cht
lién hop phenol. Thoi gian béan thai la 3 gio.

Chua c6 dit liéu duge dong hoc & cac nhém bénh nhan dac biét.

15. Piéu kién bio quin, han dung, tiéu chuin chit lwong cia thude:
Diéu ki¢n bio qudn: Noi kho rdo, khong qua 30 °C, trdnh dnh sang.
Han ding: 36 thang ké tir ngay san XUAL.
Dung dich sau pha lodng: 24 gi¢ bao quan & diéu kién nhiét do khéng qua 30 °C.
Tiéu chudin chit lwong: TCCS
16. Tén, dia chi co' s¢ san Xuét:
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777 Duong Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phtic
DT: 02113 861233 Fax: 02113 862774
Dia chi nha méy: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
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