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1/ M&u nhan hop: 5 vi x 10 vién
Ghi Chu: L6 SX, NSX, HD dugc dap ndi trén vi thuéc va in trén hop.
2/ Mau nkan vi:

COMPOSITION: Each soft capsule contains: SPECIFICATION: Manufacturer's.

Coenzym Q10 (Ubidecarenon) .......c.oueeveemreevoeronro, 100 mg REG.NO.:

Excipients g.s 1 soft capsule. ST

INDICATIONS; ADMINISTRATION; CONTRAINDICATIONS AND KEEP OUT OF REACH OF CHILDREN
OTHER INFORMATION: Please read the leaflet inside. CAREFULLY READING THE INSTRUCTION
STORAGE: Store in a dry place, avoid sunlight, at temperalure not BEFORE USING.

exceading 30°C.
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1/ MAu nhan hép: 3 vix 10 vién
Ghi Chu: L6 SX, NSX, HD dugc dap ndi trén vi thudc va in trén hop.
2/ M&u nhén vi:
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COMPOSITION: Each soft capsule contains: SPECIFICATION: Manufacturer's.
Coenzym Q10 (Ubid e 100 ME REGINGL: sovrcnes
Excipie q.5 1 soft capsul
INDICATIONS; ADMINISTRATION; CONTRAINDICATIONS AND KEEP OUT OF REACH OF CHILDREN
OTHER INFORMATION: Please read the leaflet inside. CAREFULLY READING THE INSTRUCTION
STORAGE: Store in a dry place, avoid sunlight, al temperature not BEFORE USING.
exceeding 30°C.
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THANH PHAN: M&i vién nang mém chia: TIEU CHUAN: TCCS
Coenzym Q10 (UbIdECaranon] .. rrmeneseisisiassniasins 100mg  gpy.
T4 dugc vira di 1 vién nang mém.

CHI BINH; CACH DUNG; CHONG CHI BINH VA CAC THONG TIN PE XA TAM TAY CUA TRE EM.
KHAC: Xem trong 16 hudng din sif dung thudc kem theo. POC KY HUGNG DAN SU DUNG
BAO QUAN: Bao quén noi khd rao, tranh 4nh séng, nhiét dg khéng TRUGC KHI DUNG.
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1 vi x 10 vién
ISX, HD dugc dap néi trén vi thudc va in trén hop.

COMPOSITION: Each soft capsule contains: SPECIFICATION: Manufacturer's.

Coenzym G10 (Ubid AN s citapmssmmnss 100 mg REG.NO.: oo

Excipients g.s 1 soft capsule.

INDICATIONS; ADMINISTRATION; CONTRAINDICATIONS AND KEEP OUT OF REACH OF CHILDREN
OTHER INFORMATION: Please read the leaflet inside. CAREFULLY READING THE INSTRUCTION
STORAGE: Store in a dry place, avoid sunlight, at temperature not BEFORE USING.

exceeding 30°C.
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Coenzym &10 (Ubidecarenon) 100 mg
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THANH PHAN: M3i vién nang mém chua: TIEU CHUAN: TCCS

Coenzym Q10 (Ubid | [— 100mg  gpi.

Té dugic vira di 1 vién nang mém. 2
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BAO QUAN: Bao quan nai khé rdo, tréanh anh séng, nhigt dd khéng TRUGC KHI DUNG.
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SOLCOEN

Poc ki hwéng dan sit dung truée khi dung

THANH PHAN
Thanh phci‘n hoat chat:
Méi vién nang mém SOLCOEN ¢6 chia:
. Cioenzym QLD (LIDIICTRBIONY v ommsssisvsmsss i s s 100 mg

Thanh phan td dige: Vitamin E, sap ong, diu co, lecithin, diu dau nanh, gelatin, glycerin,

sorbitol l6ng 70%, nipagin, nipasol, ethyl vanillin, Iron Oxyd do.
DANG BAO CHE

Vién nang mém.

M6 ta san phém: Vién nang mém hinh oval, mau ndu do, bén trong chira dich thube mau vang |
CHI PINH

Su thiéu hut coenzym Q10 da duge chirg minh, liéu phép bé sung dé lam giam cac triéu ching

cua bénh suy tim mén tinh.
~ LIEU DUNG, CACH DUNG
Liéu ding
Li¢u thong thuong 1a 100 — 200 mg mdi ngay. Néu liéu khuyén cdo hang ngay 1a 200 mg. nén

chia liéu thanh hai phan, 100 mg vao budi sang va 100 mg vao budi tdi. Piéu nay 1a can thiét do

higu (mg bio hoa, vi hiéu qua hap thu ubidecarenon giam khi tang lidu.

Liéu khoi ddu 200 mg/ngay ¢6 thé duoc st dung nhu liéu phap bo tro cho diéu tri tiéu chuin.
Sau 06 thang, c6 thé giam xudng liéu duy tri 100 mg méi ngay dua trén nhimg thay d8i vé tridu

chimg va theo ddi cia bénh nhan.

Nguwdi cao tudi

Khong cin didu chinh lidu.

Tré em va thanh thiéu nién duwéi 18 tudi

SOLCOEN - Té huéng ddn sit dung 1
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Khéng nén ding cho tré em va thanh thiéu nién do chua cé kinh nghiém sir dung trén nhom doi
tuong nay.

Suy than hodc suy gan

Khong can diéu chinh liéu.

Cach dung

Dung dudmg uéng.

Nén ubng vién nang trong bita an (dé tdi wu hoa su hép thu va giam thiéu kha ning tic dung phu
trén dudng tidu hoa) va udng véi nhidu nude. Néu ban gip kho khan khi nudt vién nang mém
SOLCOEN, c6 thé cat doi vién nang mém va vt phin chita bén trong vao thia va nuét mot minh
hodc cung véi thire an.

CHONG CHI PINH

— Quéa man cim véi hoat chét hodc bat ky t4 duoc nao cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Ubidecarenon c6 thé lam ha huyét 4p & bénh nhan cao huyét ap; mirc giam quan sat dugc 12
twong duong gitra bénh nhén tang huyét p khong duge diéu tri va bénh nhén ding céc san pham
thudc ha huyét ap (xem phan Twong fdc thudc). Khang c6 tac dung ha huyét ap qua mire da duoce

quan sat.

SOLCOEN khéng duge khuyén cdo dung cho tré em va thanh thiéu nién vi chua ¢6 du kinh

nghiém.
Thén trong véi ta duoc

Ché pham cé chira dau ddu nanh. Khéng nén st dung sin phdm nay néu ban di g véi déu

phong hodc ddu nanh.

Ché pham ¢6 chira khoang 43,5mg sorbitol trén mdi vién. Ham lugng sorbitol trong cdc san
ph'ém thude ding dudmg udng c6 thé anh hudng dén sinh kha dung ctia céc san pham thude khac

ding dudng ubng ddng thai.

Ché pham c6 chira methylparaben va propylparaben, c6 thé gdy ra phan tmg di tmg (c6 thé khoi
phat tré).

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai

Kinh nghi¢m con it nén khong khuyeén cdo sir dung vién nang mém Ubidecarenon 100 mg cho
phu nir ¢o thai.

SOLCOEN - Tor hudémg dan sir dung
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Phu nir ¢ho con bu

Kinh nghiém con it nén khong khuyén cdo str dung vién nang mém Ubidecarenon 100 mg cho

phu nir dang cho con b
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Vién nang mém Ubidecarenon 100 mg duge cho 1a khong anh huéng dén kha nang 14i xe hodc
van hanh may méc. Tée dung cia thude d6i véi kha nang l4i xe va van hanh may mée chua duge
nghién ciru.

TUONG TAC, TUONG KY CUA THUOC

Tuwong tdc thubc

Mot sb nghién ctru truong hop cho thiy ring ubidecarenon c¢o thé lam giam tac dung cta thudc
chéng déng mau loai coumarin (thude ddi khéng vitamin K, nhu : warfarin, phenprocoumon,
acenocoumarol) & mdt s6 bénh nhin. Nén kiém tra thoi gian déng mau (INR) vai tudn sau khi bét
ddu va két thiic didu tri bing vién nang mém ubidecarenon 100mg dé xdc dinh xem c6 cin diéu
chinh lidu lugng thude chéng dong méu hay khéng. Mét nghién ciru 14m sang lién quan dén 21
bénh nhin dugc diéu tri bang warfarin 6n dinh cho thdy vién nang mém ubidecarenon 100 mg

uéng 1 vién mdi ngay trong 4 tudn khéng anh hudng dén gia tri INR.

Ubidecarenon ¢6 thé ha huyét dp & bénh nhan cao huyét ap. Nén theo doi huyét ap ¢ bénh nhan
ding thude ha huyét 4p trong khi didu tri bing ubidecarenon.

Sir dung dong thoi liéu cao vitamin E (350 mg) lam giam su gia tang du kién vé ndng do
ubidecarenon trong mau.

Trong céc thir nghiém 1dm sang, 34 bénh nhén tiéu duomg typ I duoe didu tri bing insulin da
duoc nhén 01 vién nang mém ubidecarenon 100 mg hoc gia duge mdi ngay trong 3 thang: va 24
bénh nhan chi duy tri bang ché do an kiéng hodc két hop an kiéng va dung thudc sulfonylurea
typ [1. Bénh nhén dai thao duémg typ 2 duge nhan 02 vién nang mém ubidecarenon 100 mg mdi
ngay trong 6 thang va diéu nay khong anh hudng dén viéc kiém sodt dudmg huyét cia ho.

Twong ky,

Do khéng co cac nghién ctru vé tinh twong ky cta thude, khong tron 18n thude nay véi cdc thude
khac.

TAC DUNG KHONG MONG MUON

Ubidecarenon thudmg duge dung nap tét. Céc tac dung phu duoc bdo céo véi ubidecarenon bao

gom céc tridu chimg vé duomg tiéu hda, nhire diu, chéng mit va phan tmg da. Cée triéu chimg
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thudmg nhe va thuong giam dén khi tiép tuc didu tri. C6 thé xem xét giam lidu tam thoi hoiic vinh
vién néu cac tac dung khong mong mudn khong bién mat. Kho chiu va chéng mat doi khi duoc
bao cdo. nhung mdi lién quan ciia chiing véi viée st dung ubidecarenon chua duge xéc nhan.
Tang nhe ndéng d¢ aminotransferase trong huyét thanh déi khi duoc quan sat thdy vdi
ubidecarenon lidu cao, nhung khdng c6 bao céo vé nhidm doc gan.

Thudt ngir sau diy (theo MedDRA) duge sir dung dé phan loai su xudt hién cua cac tac dung
phu.

Tén suét cla céc tdc dung khong mong mudn nay duoc dinh nghfa nhu sau: rit thudng gap (>
1/10), thuomg gap (> 1/100 va < 1/10), it gap (> 1/1000 va < 1/100). hiém gap (= 10000 va <
1/1000), rét hiém gap (< 1/10000). khong rd (khéng udc tinh duwoc tan sudt tir cac dit lidu sin
cd). Trong mdi loai tan sudt, cdc tc dung khéng mong mudn xép thir ty giam dan mac do

nghiém trong.

H¢ co quan Téan suit Tic dung khéng mong muén
R&i loan than kinh Hiém gap Dau dau, chong mat
Réi loan tiéu hoa Hiém gap Budn nén. tdo bon, tidu chay, dau bung, kho tiéu

<45

Roi loan da va mé dudi | Rét hiém gap Phat ban da, ngira
da

QUA LIEU VA CACH XU TRi
Khéng ¢ qué liéu da duge bao cao cho dén nay. Trong céc nghién ctru 1am sang, khéng ¢6 téc
dung phu nghiém trong nao dugc bdo céo ngay ca khi ding ubidecarenon véi liéu 600 mg/ngay

trong vai thang.
PAC TINH DUQC LUC HQC

Nhém dwge Iy: Céac loai thude trén tim khac

Ma ATC: CO1EBO09.

Coenzym Q10 la mét chét giéng nhu vitamin dong vai tro thiét yéu trong qué trinh van chuyén
dién tir cua chudi ho hép trong ty thé. No ciing c6 vai trd chdng oxy hoa. tie la né bao vé céc
phan tir va t& bao khoi stress oxy hoa. Coenzym Q10 c¢6 mit trong moi té bao sbng cua co thé;
nong d6 cua né cao nhit trong tim, gan, thin va md co. Nong do coenzym Q10 giam duoc tim
thdy trong bénh suy tim man tinh va ham lugng coenzym Q10 trong co tim tuong quan véi mire
dd nghiém trong cua bénh suy tim. Nong do coenzym Q10 trong huyét thanh twong ddi thp ¢6
thé dugce bu dip bing cich sir dung ubidecarenon dudng uéng.

Bénh nhén bi suy tim min tinh duge diéu trj bing thude tiéu chuén da cho thy su cai thién voi

ubidecarenon dudi dang liéu phéap bo sung, ddc bi¢t ¢ nhirng ngudi c¢6 mirec d¢ coenzym Q10

SOLCOEN - 16 huéng dan sir dung 4
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tuong doi thap. Chi sb thé tich téng mau cho thy su cai thién dang ké ca khi nghi ngoi va hoat
dong; huyét ap dong mach phdi khi nghi ngoi va 4p luc mao mach phéi bit do duge sau 1 phit
tap thé duc gidgm. Coenzym Q10 duge cho la lam tang tdng hgp ATP dan dén cai thién chirc ning
co tim. Pic tinh chéng oxy héa ciia coenzym Q10 xudt hién trong qua trinh giam peroxy hoa
lipid va trong trang thai cing thing oxy hoa, ddy la mét hién twgng chung trong tinh trang suy

tim.
PAC TINH DUQC PONG HQC

Hip thu

Sy hap thu ubidecarenon ngoai sinh tir dudng tiéu hoa la khong hoan toan. Su hdp thu c

%SOLPHARJ

duge cai thién bang cach uéng ddng thoi thie dn. Kiém tra trén 10 tinh nguyén vién khoe ma %rm:

cho thdy udng 1 vién nang mém Ubidecarenon 100 mg v6i mét bita an tiéu chudn din dén mot
. dudmg cong nong do trong huyét tuong ¢6 hai dinh. Dinh diu tién quan sat duge 6 gio sau khi

udng thude, gid tri Crax 12 135% so v6i gid tri ban dau 1a 0,95 mg/l. Sy hdp thu tuong déi cham

la do trong hrong phan tir cao va kha ning hoa tan trong chit béo cua ubidecarenon. Dinh thir haii_’;_L
ctia nong do coenzym Q10 xay ra khoang 24 gi sau khi dung thube. Diéu nay dugce cho 1a chi rd):;
su phan phdi lai tir gan thong qua cholesterol VLDL, nhung ciing ¢6 kha nang tai tudn hoan gan?
rudt. Hi¢u qua hip thu cua ubidecarenon giam khi tang liéu. Luong ubidecarenon duge hap thu
phu thudc vao tan sut sir dung. Viée st dung 1x100 mg, 2x100 mg hodc 1x200 mg dan dén
ndng dd coenzym Q10 trong huyét thanh can bing lan luot 1a 2.3 mg/l, 3.4 mg/l va 2,2 mg/l.
Nong do coenzym Q10 trong huyét thanh & trang thai én dinh duoc thiét 1ap sau 2 tuan sau khi

uong 100-200 mg ubidecarenon mdi ngay.
Phén bo

Sau khi hip thu, coenzym Q10 duoc gan hép thu, tir d6 n6 duoc phan phbi dén cac co quan va
mé khac nhau, cy thé 12 tim, than va co. Coenzym Q10 c6 thoi gian bén thai cudi cing khoang
35 gi®, cho thay do thanh thai trong huyét twong thép.

Chuyén héa va Thii trir

Mitc @6 trao ddi chét trong gan khong duge hiéu diy du. Coenzym Q10 duge bai tiét cha yéu
qua mét va bai tiét qua phén. Céc nghién ciru st dung chat danh déu bang dong vi deuterium cho
thay rang viéc b sung ubidecarenon trong thoi gian dai khong anh huéng dén qua trinh san xudt
coenzym Q10 ndi sinh.

QUY CACH DONG GOI

Vi Alu-PVC. Hop 1 vi x 10 vién kém theo t& hudng dén sir dung

SOLCOEN - Tt hudmg ddn str dung 5
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Vi Alu-PVC. Hop 3 vi x 10 vién kém theo t& huéng dén sir dung
Vi Alu-PVC. Hop 5 vi x 10 vién kém theo t& huéng dén sir dung

PIEU KIEN BAO QUAN

Noi kho, nhiét d¢ khong qua 30°C, tréanh 4nh sang.
HAN DUNG

36 thang ké tir ngay san xudt.

TIEU CHUAN CHAT LUQNG

Tiéu chudn co so.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC
- CONG TY CO PHAN SPM
Dia chi: L6 s6 51, Khu cong nghiép Tan Tao, Puéng s6 2, Phuong Tén Tao A. Quén Binh Tén,
Thanh ph6 H6 Chi Minh, Viét Nam

Dién thoai: 028 3750 7496
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