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Vietham

Pack N210

spooleg

Rx Prescrip"tion onl 10 ampoules x 2 ml

Solution for injection

For intramuscular use

Each ml of the solution contains:

Thiamine hydrochlaride 50 mg
Pyridoxine hydrachlaride 50 mg
Cyanocobalamin 0.5 mg

Manufactured hy: ISC“Farmak”
Kyrylivska Street 74, Kyiv, 04080, Ukraine

Far m@

Indication, administration, contraindication and
information: see the package insert.

Quality specification: In house.

Storage: Store at the temperature from 2°C to 8°C, in the
original package. Do not freeze.

Keep out of the reach of children. Carefully read the
package insert before use.
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Rx Thudcké don 7 Hop 10 6ng x2 ml

Dung dich tiém

y& Guslomin®

[, Dung dudng tiém bap

A\ \
'y \ Méi ml dung dich tiém cé chira:
Thiamin hydrochlarid 50 mg
Pyridoxin hydrochlorid 50 mg
Cyanocobalamin 0,5 mg

San xuat tai Ukraina bai: JSC “Farmak”
Kyrylivska Street 74, Kyiv, 04080, Ukraina.
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Lot Nou /56 16 SX:
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Vietham

Pack Ne5
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Rx Prescription only 5 ampoulesx 2 ml
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7 Solution for injection
y
7 s ®
‘#a Guslomin

N, For intramuscular use

<
' \\ Each ml of the solution contains:

Thiamine hydrochloride 50 mg
Pyridoxine hydrochloride 50 mg
Cyanocobalamin 0.5 mg

Manufactured by: JSC "Farmak”
Kyrylivska Street 74, Kyiv, 04080, Ukraine

Farm@

Indicati dmini i c indication and other information: see the
package insert,

Quality specification: In house,

Storage: Store at the remperature from 2°C 1o 8°C, in the original package. Do not

freeze
Keep out of the reach of children. Carefully read the package insert before use.

Rx Thudcké don  ~ Hép 5 6ng x 2 ml
Y 274 Dung dich tiém
o - ®
m Guslomin
Dung duéng tiém bap

Moi ml dung dich tiém ca chua:
Thiamin hydrochlorid 50 mg
Pyridoxin hydrochlorid 50 mg
Cyanocobalamin 0,5 mg

San xuat tai Ukraina béi: JSC "Farmak” ;
Kyrylivska Street 74, Kyiv, 04080, Ukraina. 3
Farm@ ?

SEK: XX-KXM0-XX, Chi dinh, cach ding, ching chi dinh va cac thong tin khac
trong 1 huang dan sif dung thudc kem theo. 56 16 SX, NSX, HD: xem "Lot No., 1
Date’, “Exp. Date” trén bac bi. Tiéu chuan chat lugng: Nha san xudt. Bdo quin thp
nhiét dé i 2°C - 8°C, trang ban b gic. Khang 42 ddng lanh. BE xa tam tay tr
Boc ki hudng dan sit dung trude khi ding,
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Rx
GUSLOMIN®

Dung dich tiém két hgp vitamin By, vitamin Bs va vitamin Bz
Thubc niy chi dimg theo don thude. Dé xa tém tay tré em. Poc k hudng dan si dung truéc
khi diing.

1. Tén thude: Guslomin®

2. Thanh phin: M3i ml dung dich tiém ¢6 chita:
- Thanh phén hoat chdt: thiamin hydrochlorid 50 mg, pyridoxin hydrochlorid 50 mg,
cyanocobalamin 0,5 mg.

- Thanh phdn td duoc: lidocain hydrochlorid, benzyl alcohol, natri phosphat, kali
hexacyanoferrat III, dung dich natri hydroxid 1M, nudc pha tiém.

) 3. Dang bao ché: Dung dich tiém
- M6 ta san phdm: Dung dich tiém trong sudt mau dé véi mui dic trung.
- pH cua dung dich tiém: 4,2 — 4.8.

4. Chi dinh

Guslomin® duge chi dinh trong céc trudng hop sau:

- Céc tinh trang gdy bi thiéu hut vitamin By, Bsva Biz

- C4c bénh vé& hé than kinh do nhiéu ngudn géc khic nhau nhur:

+ Bénh ly than kinh ngoai bién va bénh Iy da day thin kinh (do bénh d4i théo duong, nghi¢n
rugu gay nén v.v),

+ Dau déy théan kinh,
+ Viém déy than kinh (vi du nhu viém day than kinh thi giac — viém day than kinh sau nhan
céu),
+ Liét ddy than kinh & mat
. - Dau co, hdi chimg kich thich & cot séng (hdi chiing r& than kinh), hdi chimg vai-canh tay.

- Bénh nhan dang trong thoi gian héi phuc sirc khoe.
- Diéu tri hd trg trong bénh zona (gay béi vi rit Herpes zoster).

5. Liéu ding, cdch ding

Trong nhiing truémg hop dau cép tinh va nghiém trong, tiém méi ngay mét dng Guslomin® (2
ml) dé nhanh chong dat dugc ndng d3 cao cua thude trong mau. Sau giai doan cép tinh va
trong trudmg hop bénh nhe, tiém 2-3 14n mdi tuén, mdi ldn ding mot dng Guslomin® (2 ml).
Dung dich tiém Guslomin® duoe tiém bip su.

Néu khong may tiém vao tinh mach, tuy vao muc dd nghiém trong cua triéu chirng, bénh
nhén phai dugc gidm sat hodc theo ddi.

Giita céc dot tiém va trong trudmg hop bénh nhe, ¢6 thé diéu tri thém véi cac ché pham phbi
hop vitamin By, vitamin Be va vitamin B1» dang dudng udng. |
Thude dugc tiém cho bénh nhén béi nhan vién y té. Hiém khi ¢6 tinh trang quén lidu xay ra,
tuy nhién, néu nghi ngdr ¢6 tinh trang quén liéu, nén hoi y kién cia béc si.
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Céc bng thude tiém sau khi sir dung xong hodc khéng str dung duoce nira phai duoc xir ly theo
quy dinh.

6. Chéng chi dinh

Min cam véi hoat chit hodc v6i bt ki thanh phin nao c6 trong thudce nay (xem muc 2).

Khéng nén dung dung dich tiém Guslomin® cho nhitng ngudi cé kha ning bi qua min véi

thiamin hydrochlorid (vitamin B:), pyridoxin hydrochlorid (vitamin Be), cyanocobalamin

(vitamin B12), lidocain hoic vé6i bét k¥ thanh phan nao khéc ¢6 trong thude nay.

Nhitng bénh nhén ¢6 cdc 1di loan dan truyén tim nghiém trong va bénh suy tim méat ba cdp

tinh khong nén ding thube nay.

Khéng ding thube nay cho tré so sinh, dic biét 1a tré sinh thidu thang chua phét trién toan

dién do thudc nay c6 chira benzyl alcohol.

Vitamin Be an todn cho phu nit ¢6 thai va phu nir dang cho con bt khi ding véi lidu mdi ngay

cho dén 25 mg. Do mdi éng Guslomin® (2 ml) ¢6 chita 100 mg vitamin B, nén khong ding
. Guslomin® cho phu nit ¢6 thai va phu nir dang cho con bu.

7. Cénh b#o va thin trong khi diing thube

Khong nén dimg thudc nay cho tré so sinh, dic biét 1a tré sinh thidu thang chua phat trién
toan dién do c6 chira benzyl alcohol.

M3bi éng Guslomin® (2 ml) ¢é chira 40 mg benzyl alcohol. Benzyl alcohol ¢é thé géy ra céce
phén tmg di Ung.

Cén luu ¥ ring ham lugng benzyl alcohol trén 90 mg c6 thé gy ddc va phan tmg phan vé
(céc phan ung di tng nghiém trong) & tré em dudi 3 tudi.

Benzyl alcohol cé lién quan dén nguy co gip phai céc tac dung khéng mong muén nghiém
trong, bao gdm cac vin dé vé hit the (duoc goi 12 h6i chimg thé gip) & tré nhe.

Thuéc ndy duge ding dé tiém bip va khéng duge tiém tinh mach. Néu khéng may tiém vao
tinh mach, tly vao mirc d6 nghiém trong cua triéu chirng, bénh nhan phai duge gidm sat hodc

theo déi.
Thén trong khi tiém thé tich 16n dung dich Gulsomin® va chi thuc hién trong truong hop thuc
. su cin thiét, diic biét & nhitng bdnh nhan bi suy gan va suy thin do nguy co thudc tich liiy va
gdy ddc (nhiém toan chuyén héa). 2050
Thudc ndy chira it hon 1 mmol natri (23 mg) cho méi éng, v& co ban duge coi 1a 'khong c6 ;;
chtra natri'. NHY
G P
8. Sit dung thube cho phu nir ¢ thai va cho con bi »O!
Vitam'in Bg an toan cho pl:l{.l nir c6 thai va phu nit dang cho con bt khi ding véi liéu mdi ngay A
cho dén 25 mg. Do mdi 6ng Guslomin® (2ml) ¢6 chita 100 mg vitamin B, nén khong dung S

Guslomin® cho phu nit ¢6 thai va dang cho con bu.
Khi dung v&i lugng Iém cé thé gay tich liiy benzyl alcohol trong co thé va gy nén céc tac
dung khéng mong muén (nhiém toan chuyén héa).

9. Anh huéng 1én kha niing l4i xe, vin hanh mdy méc
Guslomin® khéng c¢6 ho#c ¢6 dnh hudng khong dang ké 1én kha ning 14i xe va van hanh may
moéc. Tuy nhién, bénh nhén ¢6 thé cam thdy chéng mit, budn ngi trong khi ding thude nay
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(xem muyc 11). Trong trudng hop ndy, khéng nén 14i xe, van hanh may mdc hay thue hién céc
hoat ddng can sy tip trung cao.

10. Twong tic, twong ky ciia thube

® Tuong tac

Thiamin bi phin huy hoan toan trong nhimg dung dich c¢6 chita sulphit. C4c vitamin khac cé
thé bi bét hoat khi c6 miit céc sin phdm phan hiy tir vitamin By. O lidu diéu tri, vitamin B c6
thé 1am giam tac dung cua levodopa. Céc tuong tic thubc khac ciling c6 thé xay ra véi
isoniazid, D-penicillamin va cyclosetin, cac thude tranh thai dudng udng.

Khi lidocain duge ding dudmg tiém, néu bénh nhdn dung thém v&i epinephrin hodic
norepinephrin ¢6 thé 1am trdm trong hon cac tac dung khdng mong muén trén tim. Ngoai ra,
cling x&y ra twong téc thude véi céc sulfonamid.

Vitamin Bg lam giam nong d¢ phenobarbital va phenytoin trong huyét thanh.

Trong trudng hop qué lidu v6i thude gdy t& tai chd, khéng nén cho bénh nhin ding
epinephrin va norepinephrin.

o Tuong ky: Thiamin khéng twong thich véi cac chdt oxy hoa va chét khit, thiy ngén
chlorid, cdc mudi iodid, mudi carbonat, mudi acetat, sét sulphat, acid tannic, sit amoni citrat,
cling nhu phenobarbital natri, riboflavin, benzylpenicillin, glucose va metabisulphit. Déng
1am ting tbc d6 phan hiy cta thiamin, va thiamin bi giam hiéu lyc & pH cao (pH >3).
Vitamin B2 khong twong thich véi cdc chét oxi hoa, chat khit va voi cac mudi kim loai néng.
Trong céc dung dich chira thiamin, vitamin Biz cling nhu cdc vitamin nhém B khdc bi phan
hily nhanh hon béi c4c sian phidm phan hay tir thiamin (ndng dé thip ion sét c6 thé gitip ngin
chidn sy phan huy nay). Riboflavin cling ¢6 anh hudng phé huy, dic biét khi ddng thoi tiép
xtc voi anh sang, nicotinamid 1am tang toc do quang phan trong khi céc chét chéng oxy hoa
thi lam cham lai.

11. T4c dung khéng mong mudn

Gibng nhu tt ca cdc thube khéc, Guslomin® c6 thé gdy ra céc tac dung khong mong mudn,
mic di khdng phai ai cling gip phai. Cac tac dung khéng mong mudn dwgc phan loai theo
céc tan sudt xuit hién duéi day:

Rat thuomg gap (> 1/10), thuong gip (> 1/100 dén < 1/10), it gip (> 1/1000 dén < 1/100),
hiém gip (> 1/10000 dén < 1/1000), rt hiém giip (< 1/10000), chua r3 (chua thé danh gid
duoc tir céc dir lidu sin co).

Réi loan hé rh(fng mién dich:

Hiém gip: Céc phan ing qua min (phét ban & da (ngoai ban), kho thé, soc, phit mach). Trong
nhitng trudng hop hiém, cé thé xudt hién phan tng qué mén véi benzyl alcohol.

Réi loan hé than kinh:

Chua rd: chéng mit, budn n gu

Réi loan tim mach:

Rét hiém giip: nhip tim nhanh

Chua r3: nhip tim cham, r8i loan nhip tim

Réi loan da déy- ruét:

Chura r5: nén

Réi loan & da vé cde mé dudi da:
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Rét hiém gip: v md hoi, mun triing ¢4, cac phan mg trén da di kém v&i ngita va may day.
Réi loan co xieang va cdc mé lién két:

Chua rd: co giat

Réi loan todn théan va tai vi trf tiém:

Chua rd: Céc phan tmg toadn than cé thé xay ra khi thuée duge hdp thu nhanh (tiém vao tinh
mach, tiém vao cdc mé ¢6 méu luu théng nhiéu), hay trong truomg hop qua lidu.

12. Qua liéu va cdch xir tri

- Triéu chimg: Céc phan (mg toan than c6 thé xay ra trong trudmg hop qua lidu. Trong trudng
hop qué liéu bénh nhén cin duge didu tri triéu ching.

- Xtr trf: Tich cuc theo dai dé c6 bidn phap xi tri kip thoi.

13. Diac tinh dwge lue hoe

Nhom duge 1y: Vitamin B, phdi hop véi vitamin Bg va vitamin By,

Ma ATC: A11DB

Céc vitamin huéng thin kinh nhém B ¢6 tic dung c6 loi trong diéu tri cdc bénh viém va thoai
hoa than kinh va hé théng CO Xuong.

Céc vitamin nay khong chi dugc sir dung dé phong ngtra thiéu hut vitamin, ma khi & liéu cao
con c¢6 thém nhitng dic tinh dugc 1y khéc, didu nay giai thich cho tac dung giam dau, chbng
di tmg va ting tudn hodn mau ro rét ctia Guslomin®.

Vitamin Bi duge xem nhu 14 mdt vitamin c¢6 tdc dung chéng viém than kinh. O dang
phosphoryl hoa (TTP) ctia né 14 cocarboxylase ¢é tac dung diéu hoa su phén giai carbohydrat
va dugce sir dung dé ngan chan céc réi loan toan chuyén héa.

Vitamin B diéu hoa phén giai protein, chét béo va carbohydrat. Tac dung hudng thin kinh
cla vitamin Bg duge sit dung vi du nhur & phong ngira viém déy than kinh trong khi didu trj
voi acid hydrazid isonicotinic. Tdc ddng cta vitamin Bs 1én thin nfio cling gitip phong ngira
cac triéu ching ngoai thap.

Vitamin By can thiét cho su chuyén héa t& bao, sur tao mau binh thudmg va cho chirc nang
ctia hé than kinh. Vitamin B,z xtc tac sinh téng hop acid nucleic va tir d6 tao thanh nhén cia
té bao mai. Khi dung & lidu cao, vitamin Bi2 c6 tc dung giam dau, chong di g va thic day
tuén hoan mau.

Do tac dyng bd tro clia céc thanh phfin, Guslomin®™ v&i sur phéi hop ctia céac vitamin trén cé
tdc dung 1én cin nguyén gy bénh va duge dung nap tét véi mue dich sir dung da dang vugt
xa viéc diéu tri cdc bénh thin kinh man tinh va cap tinh.

®

14. Dic tinh dugc dong hoce

Thiamin dugc hap thu tir rudt théng qua qua trinh vén chuyén tich cue, co thé hép thu khoang
8-15 mg mdi ngay. Khoang 1 mg thiamin bi phan hity m&i ngay trong co thé. Luong thiamin
du thira s& dugc dao thai qua nudc tiéu.

Thir nghiém tai tryptophan ding dé x4c dinh ndng d6 clia vitamin Be. Sau khi ding dudng
udng 0,1 g/kg l-tryptophan, cho dén 30 mg acid xanthurenic dugc thai trir trong 24 gid. Su
théi trir qua mirc ctia acid xanthurenic chi ra sy thiéu hut vitamin Be.
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Pyridoxin, pyridoxal va pyridoxamin duge hip thu rit nhanh va duge phosphoryl héa va oxy
hoa thanh pyridoxal-5-phosphat (PALP) va pyridoxal. San phim bai tiét chinh 14 acid 4-
pyridoxy.

Vitamin By tir ché d6 an ubng trong qua trinh tiéu hoa dugc gin voi yéu t6 nodi tai (IF).
Glycoprotein nay duge san xut trong céc té bao thanh cia da day. Phirc hgp ctia vitamin Biz-
IF ¢6 khd nang khéng lai cAc enzym phén giai protein va di vao doan xa cta hdi trang, tai day
s& duge gén v6i céc cac thy thé chuyén biét va vitamin duoc hip thu. Vitamin Byz di vao tudn
hoan mao mach qua niém mac, tai ddy né duoc gin véi protein van chuyén transcobalamin.
Phire hop nay di vao gan, tily xuong va céc té bao ting sinh khdc mdt cach nhanh chong. Su
hép thu bi suy giam khi thidu yéu t6 ndi tai, ngudi bi kém hip thu hodc c6 bénh dudmg rudt,
hoic sau khi cét da day hodc phat trién céc khéng thé ty mién. Trong didu kién binh thuong,
chi 1,5 - 3,5 pg vitamin B> duge hép thu tir ché d6 an.

Vitamin B2 duge bai tiét vao mat va trai qua qué trinh tudn hoan gan rudt. Vitamin B2 qua
duoc hang rdo nhau thai.

15. Quy cdch dong gbi
Hop 5 6ng, mdi 6ng chira 2 ml dung dich tiém.,
Hop 10 6ng, mdi dng chita 2 ml dung dich tiém.

16. Didu kién bio quan
Bao quan thudc & nhiét d6 tir 2°C- 8°C, trong bao bi gbe. Khong dé déng lanh,

17. Han dung
24 thang ké tlir ngdy san xuét.

18. Tiéu chudn chit Irgng
Nha san xuét.

19. Tén, dia chi caia co’ sé sdn xuit thude
. JSC “Farmak”
Kyrylivska Street 74, Kyiv, 04080, Ukraina.
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