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Ry. On prescription only/ Thubc ké don. GMP - WHO
Vién nén bao phim NERFGIC

1. Tén thudc: NERFGIC.

2. Ciic khuyén céo dic biét: K’;f-
Thudc nay chi dung theo su ké don ciia béc si. z/ %"*
Pé xa tam tay tré em. \ 4
Doc k§ huéng dan str dung trudc khi ding. N

Néu cén thém thong tin xin hoi y kién béc si.
Théng béo cho béc s§ nhiing tac dung khéng mong mudn gap phai khi sir dung thudc.

3. Thanh phan, ham luwgng ciia thudc: Mdi vién nén bao phim chira:

Thanh phan dugc chat: Vitamin B, (Thiamin mononitrat).......................... 200,0 mg
Vitamin Bg (Pyridoxin hydroclorid)............c.c.o....... 100,0 mg
Vitamin B, (Cyanocobalamin)................ccccocennn.n. 1000,0 mcg

Thanh phi%n ta dugc (HPMC E15, Glucose monohydrat, Tinh bt my, Malto dextrin, Avicel PH 102,
Magnest stearat, Konasil K 200, Talc, Titan dioxyd, PVA, PEG 6000, Ponceau 4R lake , Erythrosin lake, Green -
S- lake) vira du 1 vién.

4. Dang bao ché: Vién nén bao phim mau hdng, hai mat nhin, canh va thanh vién lanh lan.
5. Chi dinh:
- H3 tro trong diéu tri viém déy than kinh & nguoi nghién rugu va ngudi bi bénh tiéu dudng hodc viém da day

than kinh nhidm doc, dau da déy than kinh (dau thit lung, dau lung, dau ¢b, dau ¢b vai canh tay), trong bénh

Zona than kinh va viém day than kinh ngoai vi.
- Thudc chi sir dung trong truong hop dau nhe.
6. Cach dung, lidu dung:

* Cdch ding: Ubng nguyén vién thube (khong nhai) véi nude. Udng trong hodc sau bita in.

* Liéu ding:
- Nguoi 16n: Udng 1 vién/ngay.
- Tré em/Thanh thiéu nién: Cho dén nay, viéc str dung va tinh an toan ciia thudc & tré em va thanh thiéu nién
chura dugc nghién ciru hodc thir nghiém. Do do, ty 1¢ loi ich/nguy co khong thé chimg minh duoc & nhom bénh
nhan nay.
- Nguoi cao tudi: Dung lidu nhu lidu ngudi 1on.
7. Chéng chi dinh:
- Qud man v&i mét trong nhiing thanh phan cua thube.
- Tién sir man cam v&i cobalamin, u 4c tinh do Vitamin B, lam tang truong cac md c6 toe do sinh trudng cao,
nén c6 nguy co lam u tién trién. Khéng dung thude diéu tri bénh vay nén, bénh Leber’s hodc giam thi luc do hut
thudc 14.

8. Ciinh b va thin trong khi dimg thudc nay:
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- Dimg vitamin B v6i lidu 200 mg hang ngay trong mot thoi gian dai c6 xuét hién cac biéu hién doc tinh than
kinh; Néu dung lidu 200 mg hozc hon mdi ngdy kéo dai qua 30 ngay c6 thé gy hoi chimg 1¢ thudc pyridoxine
va hoi chimg cai thudc.
- Vitamin By lam giam tac dung cua levodopa. Nén tranh st dung Nerfgic cho bénh nhan dang diéu trj bang
thude nay.
- Khong chi dinh sir dung thudc khi chua co chén doén xac dinh. Thuong xuyén theo ddi mau clia nguoi bénh.
Da s6 thiéu méau neuyén hdng ciu khéng 13 14 do thiéu vitamin By, hodc acid folic. Nhét thiét phai x4c dinh
dwoc nguyén nhan trude khi diéu tri, khéng duoc dung acid folic dé diéu tri thiéu mau nguyén hong cau khéng 16
chua xac dinh duoc nguyén nhan, trir khi phéi hop voi vitamin By, néu khong s6 thuc day tén thiwong than kinh
do thiéu vitamin B,
- Trong thanh phan ta duoc ¢6 glucose nén can than trong trén bénh nhan bi 11 loan hép thu glucose-galactose
hiém gap, thiéu hut lactase Lapp.
- Khong nén sir dung thubc nay cho bénh nhan bi di img vdi tinh mét my (do thanh phan ta duoc c6 tinh bot
my). Tuy nhién van str dung duoc cho bénh nhéan bi bénh coliac.
- Ta duoc ponceau 4R lake co thé gdy ra cac phan tmg di ng.
9. Sir dung thuéc cho phu nit mang thai va cho con bi:
- Chua c6 dit liéu nghién ciru trén dong vat va phu nit mang thai. Chi nén sir dung thudc khi thyc su can thiét.
- Cic hoat chét trong ché phdm ¢6 phén bd vao sita me. Nén sir dung thude ny trong thoi ky cho con bu khi thue
su can thiét.
10. Anh hwéng cia thudc 1én kha ning lai xe va vin hinh may méc:
Can than trong khi l4i xe va van hanh may méc vi thudc co thé gay kho tho, budn ngi, hoa mat, dau dau, co
giat, budn nédn, ndn.
11. Twong tac, twong ky, ctia thubc:
- Hap thu vitamin B, tir duong tidu hod c6 thé bi giam khi ding cing neomycin, acid aminosalicylic, cdc thude
khang thu thé histamin H, va colchicin.
- Ndng dé vitamin B;; trong huyét thanh c6 thé bi giam khi dung ddng thoi vai thude tranh thai dudng udng.
Cloramphenicol dung ngoai duong tiéu hoa co thé lam giam tac dung ctia vitamin B, trong bénh thiéu méu.
- Tac dung diéu tri ctia vitamin B;; ¢6 thé bi giam khi dung d6ng thoi véi omeprazol. Omeprazol lam giam acid
dich vi, nén lam giam hép thu vitamin B)».
- Acid ascorbic pha huy vitamin B, trong éng nghiém. Do d6, khong nén ding déng thoi hai loai thude nay.
- Vitamin Bs lam giam tac dung ctia levodopa trong diéu tri bénh Parkinson; diéu nay khéng xay ra voi ché pham
1a hdn hop levodopa - carbidopa hodc levodopa - benserazid.
- Dung lidu 200mg vitamin Be/ngay co thé gy giam 40 - 50% ndng do phenytoin va phenobarbital trong mau &
mot sb nguoi bénh. Mot sé thude ¢6 thé 1am ting nhu cau vé pyridoxin nhu hydralazin, isoniazid, penicilamin va
thude tranh thai duong udng. Pyridoxin c6 thé lam nhe bét tram cam & phu nit uéng thudc tranh thai.
- Vitamin B, ¢é thé lam ting tac dung cta thudc chen than kinh co.
- Thiosemicarbazone va 5-Fluorouracil duoc biét dén 1a chat dbi khang vitamin B, va do d6 anh huong dén hiéu
qua cua vitamin B1.

12, Tic dung khéng mong mudn ciia thudc:
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- Lién quan dén vitamin B;: Rét hiém xay ra va thudng theo kicu di tmg.

Hiém gap, ADR< 1/1000

Toan than: Ra nhiéu md hoi, séc qua man. ’?@
Tuan hoan: Tang huyét ap cap. %TT;
Da: ban da, ngtra, mé day. PHAN
Ho hép: kho tho. 'PHA]

G BIN

- Lién quan @én vitamin B, Dung pyridoxin trong thoi gian dai voi lidu 200mg hogic hon hang ngay c6 thé gay
bénh vé than kinh. @
Than kinh trung wong: Pau dau, co giét, lo mo budn ngu.

N6i tiét va chuyén hoa: Nhiém acid, acid folic giam.

Tiéu hoa: Budn non va ndn.

Gan: AST téng.

Thén kinh - co: Dung liéu 200mg pyridoxin/ngdy va dai ngay (trén 2 thang) 6 thé gay viém day than kinh
ngoai vi ning, tién trién tir dang di khong vitng dén té& cong ban chan, 1€ clmg va vung vé ban tay. Tinh trang nay
6 thé phuc héi khi ngung thube, mac du con dé lai di chimg.

Khac: Phan tmg di Umg.

- Lién quan dén vitamin B, Céc phan img di tmg hiém khi xay ra khi dung duong udng.

Hiém gap, ADR< 1/1000

Toan than: Phan émg phan v&, sot, dau dau, hoa mét, co thét phé quan, phit mach miéng - hau.

Ngoai da: Phan ung dang triumg ca, mé day, ban do, ngira.

Tiéu hoa: Budn nén.

13. Qué lidu va cach xi tri:

* Qud liéu:

- Triéu chimg qua liéu vitamin B, hiém khi xay ra, tuy nhién c6 thé gdy ra thira vitamin B, nhur ng6 doc, chong
mat, kho tho, di iang da.

- Diing lidu cao vitamin Bs (nhu 2g/ngay hodc hon) va kéo dai (trén 30 ngay) c6 thé gy cac hoi chimg vé than
kinh cam giac, mét diéu phdi. Hoi chimg thn kinh cdm gidc ¢6 thé do ton thuong giai phau cta noron hach trén
day than kinh tuy séng lung. Biéu hién 0 mét v thitc vé vi tri va run cdc diu chi, méat ph6i hop dong téac gidc
quan din din. Xic gidc, phan biét néng lanh va dau it bi hon. Khéng c6 yéu co.

- Qué lidu vitamin B c6 thé gay ra tridu chimg the kho khe, ndi mé day, méan ngtra, phu mat, dau tirc nguc,
loan nhip tim.

- Qua lidu Vitamin B, : St dung céc bién phap thong thudng nhu gay ndn, rira da day, diéu tri tridu chiung va hd
tro.

- Qua liéu Vitamin Bs: Ngimg dung vitamin Bs. Sau khi ngimg ding vitamin Be, loan chirc ning thin kinh dan
diin cai thién va theo dai 14u dai thiy phuc héi tbt, co thé ngimg thubc kéo dai 6 thang dé hé than kinh trd lai

binh thudng.

- Qua lidu Vitamin By, : Str dung cac bién phap thong thuong nhu gy non, rira da day, diéu tri triéu chimg va hé

Qi s e e : S AL T, 3 R S By v s i 2
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14. Dic tinh dwoce lyc hoc:

Nhom dwge Iy lam sang: Vitamin, ma ATC: AlID A01; A11H A02; BO3B A01.
Vién nén bao phim Nerfgic phéi hop 3 loai Vitamin By, Bg, B> ¢6 kha ndng can thiép vao nhiéu phan tmg cin
xuc tac enzyme trong co thé, cu thé:
- Vitamin B, (Thiamin mononitrat):
Thiamin thuc té khong cé tac dung dugc ly, tham chi & lidu cao. Thiamin pyrophosphat, dang thiamin c6 hoat
tinh sinh ly, 1a coenzym chuyén héa carbohydrat lam nhi¢m vu khur carboxyl ciia céc alpha - cetoacid nhu
pyruvat va alpha - cetoglutarat va trong viéc sir dung pentose trong chu trinh hexose monophosphat. Luong
thiamin @n vao hang ngay can 0,9 -1,5 mg cho nam va 0.8 - 1,1 mg cho nir. Nhu cau thiamin ¢6 lién quan truc
tiép v6i lwong ding carbohydrat va téc do chuyén hod.

- Vitamin B (Pyridoxin hydroclorid):

Vitamin B (Pyridoxin hydroclorid) khi vao co thé bién dbi thanh pyridoxal phosphat va mot phén thanh
pyridoxamin phosphat. Hai chét nay hoat dong nhu nhimg coenzym trong chuyén hoa protein, glucid va lipid.
Pyridoxin tham gia tdng hop acid gamma - aminobutyric (GABA) trong hé than kinh trung wong va tham gia
téng hop hemoglobulin. Nhu cau hang ngay cho tré em 1a 0,3 - 2 mg, ngudi 16n khoang 1,6 - 2 mg va nguoi
mang thai va cho con bt 1a 2,1 - 2,2 mg. Hiém gap tinh trang thiéu vitamin Bs ¢ ngudi, nhung c6 thé xay ra
trong truong hop rbi loan hép thu, réi loan chuyén hoa bam sinh hodc réi loan do thudc gdy ra.

- Vitamin B> (Cyanocobalamin):

C6 hai dang vitamin B,», Cyanocobalamin va hydroxocobalamin déu ¢ tac dung tao mau. Trong co thé nguoi,
céc cobalamin nay tao thanh cac coenzym hoat dong la methylcobalamin va 5 deoxyadenosyl cobalamin rat can
thiét cho té bao sao chép va tang trudng. Methylcobalamin rét cAn dé tao methionin va dan chat 1a S-
adenosylmethionin tir homocystein. Vitamin B, rt can thiét cho cac mo c6 tde dd sinh truéng manh nhu cac mod
tao méu, rudt non, tir cung. Thidu Bj, ¢6 gdy ton thwong khong hdi phuc & hé théng than kinh, myelin bi pha
huy, da thay cac té bao than kinh & cot sdng va vo ndo bi chét, gay ra mot sb triéu chimg than kinh nhw di cam &
ban tay, chén, mét phan xa gan xuong, i 13n, mét tri nhd, 4o giéc, rbi loan tim than.

15. Pic tinh dwgc dong hoc:

- Vitamin B; (Thiamin mononitrat):

Su hép thu thiamin qua dudng tiéu ho la do sy van chuyén tich cuc phu thuge Na'. Khi ndng do thiamin trong dudng
tidu hod cao, su khuéch tan thy dong rét quan trong. Sau khi hép thu, thiamin phén bd vao da s6 cac mo va sira.
Thiamin duogc chuyén hod & cac md. O nguoi 16n, mbi ngay c6 khoang 1mg thiamin bi giang phén va day la
luong thiamin t5i thiéu cin hang ngay. Khi hép thu & mirc thap, hau nhu khong ¢6 thiamin thai trir qua nude tiéu.
Khi thira s& dwoc thai trir qua nudc tiéu & dang thiamin nguyén ven.

- Vitamin Bg (Pyridoxin hydroclorid):

Pyridoxin dugc hip thu nhanh chong qua dudng tiéu hoa, trir trudng hop méc cac hoi chimg kém hép thu. Sau

khi tiém hodc udng, thudc phan 16n du trit & gan va mot phan & co va ndo. Pyridoxin thai trir chu yéu qua than

dudi dang chuyén héa. Luong dua vao, néu vuot qua nhu cAu hang ngay, phan 16n dao thai dudi dang khong

bién do1.

- Vitamin By, (Cyanocobalamin): .~ = = ... ...
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Sau khi ubng, vitamin B, dugc hdp thu qua rudt, chi yéu ¢ hoi trang theo hai co ché: Co ché thu dong khi
lugng ding nhiéu; va co ché tich cuc, cho phép hép thu nhimg lidu luong sinh ly, nhung can phai c6 yéu t6 noi
tai la glycoprotein do té bao thanh niém mac da day tiét ra. Mirc d6 hap thu khoang 1% khong phu thude vao licu
va do d6 ngay udng 1 mg s& thoa man nhu cAu hang ngay va du dé diéu tri tAt ca cac dang thiéu vitamin By, Sau

khi hép thu, vitamin By, lién Kkét v&i transcobalamin II va dugc loai nhanh khoi huyét tuong d& phan bb wu tién

vao nhu mé gan. Gan chinh 1a kho du trit vitamin B, cho cac md khac. Khoang 3 microgam cobalamin thai trir
vao mat m&i ngay. trong do 50 - 60% la cac din cht ciia cobalamin khong tai hép thu lai duoc.
Hydroxocobalamin dugc hép thu qua dudng tiéu hoa t6t hon, va c6 4i luc véi cdc md 16n hon Cyanocobalamin.
16. Quy cach dong géi: Hop 01 tuix 10 vi x 10 vién; Lo 01 ti x 100 vién; Lo 01 thi x 200 vién; Lo 01 thi x
500 vién.

17. Piéu kién bio quén, han dung va tiéu chuéin chit lrgng ciia thude:

* Piéu kién bdo qudn: Dé noi khd rdo, tranh anh sang, nhiét do khong qua 30°C.

* Han ding: 36 thang ké tir ngdy san xuat.

* Tiéu chudn chdt wong ciia thuéc: DDVN.
18. Tén, dia chi cia co sé san xuét: Cong ty CP Dugc phim Quéng Binh

S4 46, Puong Hitu Nghi, Phuong Bac ly, TP. Dong Hoi, Tinh Quang Binh.

Ngay 06 thang 08 ndm 2023
CONG TY CP Du’o’c pham Quang Binh
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