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NHAN HOP GLOVITOR 10

Kich Thuac (Hop 3 vix 10 vién)
Dai : 120 mm
Réng: 25 mm
Cao : 62 mm

Prescription onl
Ry P y

Glovitor 10

Atorvastatin 10 mg

LCI MED

A Boxof 3 blisters 10 film coated tablets
COMPOSITION: Each film coated tablet contains STORAGE: Store at the temperature not more than 30°C, in a
Atorvastatin............10 mg (as atorvastatin calcium) dry place, protect from light.

Excipients g.s 1 tablet. SPECIFICATION: Manufacturer’s
INDICATIONS, DOSAGE, ADMINISTRATION, Reg No.:

CONTRAINDICATIONS AND OTHER INFORMATION: Manufactured by
Please refer to the package insert. GLOMED PHARMACEUTICAL COMPANY, Inc.

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE. Thuan An, Binh Duong

RX Thudc ban theo don

Glovitor:10

Atorvastatin 10 mg

GLOMED

- Hép 3 vix 10 vien nén bao phim

TH.ﬂNHPHAN M&i vién nén bao phim chia BAO QUAN: B¢ nai khé réo,

Atorvastatin....... 10 mg (dudi dang atorvastatin calci) tranh anh sang, nhiét dé khéng
Ta duoc vira di 1 vién. qua 30°C Immm‘liml‘ m
CHi DINH, LIEU LUONG, CACH DUNG, CHONG CHI  TIEU CHUAN: TCCS, |

BINH VA CAC THONG TIN KHAC VE SAN PHAM: SOK:
Xin doc ta hudng dan si dung. S4n xudt béi: CONG TY €O PHAN DUOC PHAM GLOMED

DE XA TAM TAY CUA TRE EM. 35 Dai Lo Tu Do, KCN Viét Nam-Singapore, Thudn An,
DOC KY HUONG DAN SU DUNG TRUGC KHIDUNG.  Binh Duong,

35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,

S6 16 SX / Batch No.:
NSX / Mfg. Date:

HD / Exp. Date:
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NHAN HOP GLOVITOR 10

Kich Thuac (Hop 10 vi x 10 vién)
Dai : 120 mm
Rong: 54 mm
Cao : 62mm

Prescription onl
Rx P |

Glovitor' 10

Atorvastatin 10 mg

Box of 10 blisters 1 0 film coated tablets

5616 SX / Batch No.:
NSX [ Mfg Date

GI mr ] 0 STORAGE: Store at the temperature not
more than 30°C, in a dry place, protect

from light,
COMPOSITION: Each film coated tablet contalns SPECIFICATION: Manufacturer’s
Atorvastatin................10 mg {as atorvastatin calcium). Reg No.:
Excipients q.s 1 tablet.
INDICATIONS, DOSAGE, ADMINISTRATION, Manufactured by
CONTRAINDICATIONS AND OTHER INFORMATION:  GLOMED PHARMACEUTICAL COMPANY,
Please refer to the package insert. Inc.
KEEP OUT OF REACH OF CHILDREN. 35 Tu Do Boulevard, Vietnam-Singapore
READ CAREFULLY THE LEAFLET BEFORE USE. Industrial Park, Thuan An, Binh Duong

Rx Thuéc ban theo don

Glovitor:10

Atorvastatin 10 mg

GLOMED,

S Hop 10 vix 10 vién nén bao phim

Glovitor: 10 i

THANH PHAN: Ml vién nén bao phim chia BAO QUAN: £6 nol kha rdo, tranh dnh
Atorvastatin.........10 mg (dudi dang atorvastatin calci).  sang, nhiét dé khong qua 30°C

Ta duac vira du 1 vién, TIEU CHUAN: TCCS, SDK:

CHi PINH, LIEU LUONG, CACH DUNG, CHONG CHI  San xudt bai:

DINH VA CAC THONG TIN KHAC VE SAN PHAM: CONGTY €6 PHAN DUCC PHAM

Xin doc t& huong dan si dung. GLOMED

DE XA TAM TAY CUA TRE EM. 35 Pal Lo Tu Do, KEN Vigt Nam-Singapore,
POC KY HUONG DAN SU DUNG TRUGIC KHI DUNG.  Thuin An, Binh Duong.

HD / Exp. Date:
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Hép 30 vix 10 vien nén bao phim




HUONG DAN SU DUNG THUOC
GLOVITOR

Atorvastatin
Vién nén bao phim

1- Tén thudc va Thanh phin
MGdi vién nén bao phim chira:

Hoat chat:
GLOVITOR 10: Atorvastatin 10 mg (duéi dang atorvastatin calci).
GLOVITOR 20: Atorvastatin 20 mg (dudi dang atorvastatin calci).

Td dwoc: Lactose monohydrat , manitol, calci carbonat, cellulose vi tinh thé PH101, cellulose vi tinh thé PH102, polysorbat 80,
tromethamin, hydroxypropyl cellulose, croscarmellose natri, magnesi stearat, opadry white.

2- Dwge lre hoe va dwge djng hoc

Dugc luc hoc

- Atorvastatin 1 chét irc ché canh tranh va chon lpc men khir 3-hydroxy-3-methylglutaryl-coenzym A (HMG-CoA), (rc ché qud trinh
chuyén HMG-CoA thanh mevalonat, mdt tién chét cia sterol, bao gdm cholesterol. Triglycerid va cholesterol trong gan durge két

hop lai thanh VLDL va phéng thich vao huyét twong dé dwa dén mé ngoai bién. Lipoprotein ti trong thép (LDL) duge tao thanh tir
VLDL va duge thodi bién mét cach nguyén phét qua thu thé LDL ai lye cao.
- Atorvastatin lam giam lipoprotein va cholesterol huyét trong bing cach rc ché men khir HMG-CoA, trc ché téng hop cholesterol &
gan va bing cach ting s6 lwgng thu thé LDL & gan trén bé mit té bao, tir d6 ting sw 14y di va thoai bién LDL.
- Atorvastatin lam giam san xudt LDL va giam s6 lugng céc hat. Atorvastatin ¢6 hiéu qua trén viéc 1am giam LDL & nhimg bénh i
nhén ting cholesterol gia dinh ddng hop tir, mot quf‘m thé khéng c6 dép img binh thidng véi thude ha lipid.
Dugc djng hoc |
| = Atorvastatin hép thu nhanh chéng qua dudmg udng, néng dj dinh trong huyét twong dat dgc trong vong 1-2 gitr sau khi ubng. Mirc i
| 4§ hap thu va nong d§ atorvasiatin tang ti 1¢ véi lidu ding. Sinh kha dung tuyét di cua atorvastatin khoang 14%, sinh kha dung |
| toan thén cua hoat dong trc ché men khir HMG-CoA khodng 30%. Sinh kha dung toan than thap 12 do sy thanh lgc & niém mac
| dwong tidu hoa vashodic chuyén héa 1in ddu & gan. Nong do thude trong huyét twong khi ding thubc budi chiéu tdi thép hon khi
diing bubi sang, tuy nhién hiéu qua giam LDL thi nhir nhau.
- Khoang 98% atorvastatin gén két vi protein huyét tuong. Ti 1§ héng cdu/huyét twong xAp xi 0,25 cho thdy sy thim thubc vao té
bao héng céu thip.
- Atorvastatin dwge chuyén héa chu yéu thanh dén xudt hydroxy héa tai vi tri ortho va para va céc san phim oxyd héa tai vi tri beta.
In vitro, sy ic ché men khir HMG-CoA ctia céc chét chuyén héa qua con dudng hydroxyl héa & vj tri ortho va para trong duong
véi syt ire ché cia atorvastatin. Khoang 70% hoat dng irc ché trong tuin hoan clia men khir HMG-CoA la do cdc chét chuyén hoa
¢ hoat tinh.
Atorvastatin va céc chét chuyén héa dugc thai trir chi yéu qua mét sau khi chuyén héa & gan va/holic chuyén héa ngoai gan. Tuy
nhién, thudc khéng di qua chu trinh gan rudt. Nira doi théi trir trung binh trong huyét twong khodng 14 gid, nhung mét nira théi
gian ciia hoat ddng trc ché men khir HMG-CoA 1a 20-30 gi&r do ¢6 sy déng gop cua céc chét chuyén hoa cé hoat tinh. Dudi 2%
lugng atorvastatin udng vao duge tim thdy trong nuéc tiéu.
3- Chi dinh N
Atorvastatin dugc chi dinh 1am giam cholesterol LDL, apolipoprotein B, va cic triglycerid, va 1am ting cholesterol HDL trong didu trj TN
tang lipid mdu, bao g&m tang cholesterol méau va tang lipid mau phéi hgp (ri loan lipoprotein mau typ Ila hay IIb), ting triglycerid
mau (typ IV), va roi loan betalipoprotein mau (typ III).

Atorvastatin con duge diing hd trg cho cac phép diu trj ha lipid khac dé 1am giam cholesterol toan phén va cholesterol LDL & ngudi
bénh tang cholesterol mau gia dinh déng hop tir.
4- Liéu diung va cich diing
Lidu khéi dAu thudng ding 14 10-20 mg x 1 14n/ngay va ting lidu it nhét 4 tun 1 1én tiy theo dép tmg cua timg ngudi bénh.
Bénh nhén cin giam LDL cholesterol nhiéu (trén 45%): Liéu khai ddu 40 mg x 1 1dn/ngay. Lidu t5i da 1a 80 mg/ngay.
Str dung thén trong va néu cAn thiét nén diing liu atorvastatin thip nhat voi: Lopinavir + ritonavir.
Khéng ding qua 20 mg atorvastatin/ ngdy véi: Darunavir + ritonavir, fosamprenavir, fosamprenavir + ritonavir, saquinavir +
ritonavir.
| Khong diing qué 40 mg atorvastatin/ ngay voi nelfinavir.
Khong nén ding qua 20 mg atorvastatin /ngay néu phdi hop véi amiodaron.

Nén udng thubc trong hoic sau bira an.
Nén c6 ché d¢ an kiéng hop 1y truée va trong sudt qué trinh diéu tri.

Chn phai theo ddi cac phan tmg c6 hai ciia thude, dic biét 1a céc phan (mg c6 hai dbi véi hé co.
5- Chong chi dinh

Qu4 man véi cdc thanh phin ctia thudc. .
Bénh gan tién trién hay transaminase Ihuyét ting vurot qua 3 1dn gioi han binh thudmg trong théi gian dai ma khéng xéc dinh rd nguyén
nhan, phy nir ¢é thai va cho con bi.

Dung ddng thai atorvastatin véi: Tipranavir + ritonavir, telaprevir.

Diing qu4 20 mg atorvastatin/ ngdy véi: Darunavir + ritonavir, fosamprenavir, fosamprenavir + ritonavir, saquinavir + ritonavir.

Diing quéa 40 mg atorvastatin/ ngdy v&i nelfinavir.

6- Canh bao va thin trong dic biét khi sir dung

& N



=)

Trude khi diing atorvastatin, nén kiém soat tinh trang tang cholesterol mau bing ché o an thich hop, tép thé duc, giam cin & bénh
nhén béo phi va diéu trj nhimg bénh 1y can ban khac.

Thén trong khi diing atorvastatin cho bénh nhén c6 céc yéu td nguy co diin dén tdn thuong co. Atorvastatin ¢ nguy co gy ra cic
phan img c6 hai ddi véi hé co nhu teo co, viém co, dac biét dbi véi bénh nhén trén 65 tudi, bénh nhan bj bénh thiéu nang tuyén gidp
khéng duge kiém soat, bénh nhan bj bénh thin. Can theo ddi chit ch& cac phan tmg c6 hai trong qud trinh diing thude.

Nguy co bénh co va tiéu co van ting lén khi dung dong thoi atorvastatin véi din xuét acid fibric, niacin liu cao ( > 1 g/ngay),
gemfibrozil, colchicin, cac thudc trc ché cytochrom P450 3A4 nhu ciclosporin, erythromycin, hay thube khang nam nhém azol.
Viéc sir dl,m% dong thoi cac thuéc ha lipid méu nhém statin vi céc thude diéu trj HIV cling nhu thubc diéu trj viém gan siéu vi C
(HCV) c6 thé 1am tang nguy co gdy ton thuong co, dic biét 1a tiéu co van, thin hir dén dén suy thin va co thé gay tir vong;

- Trénh sir dung atorvastatin véi: Tipranavir + ritonavir, telaprevir.

- Sir dung thén trong va néu cin thiét nén ding liéu atorvastatin thip nhit v6i: Lopinavir + ritonavir,

- Khdng ding qua 20 mg atorvastatin/ ngay voi: Darunavir + ritonavir, fosamprenavir, fosamprenavir + ritonavir, saquinavir +
ritonavir.

- Khéng ding qué 40 mg atorvastatin/ ngdy vdi nelfinavir.

Nén lam xét nghiém enzym gan trudce khi bit du diéu trj bing statin va 13p lai xét nghiém d6 khi 6 chi dinh 1am sang.

Cén nhéc theo ddi creatin kinase (CK) trong truong hop:

- Trude khi bit diu diéu trj bing statin, xét nghiém CK nén dugc tién hanh trong nhimg truimg hgp: Suy giam chire nang thén,
nhuoc gidp, tién sir ban thin hodc tién sir gia dinh mic bénh co di truyén, tién sir bj bénh co do sir dung statin hoic fibrat truée d6,
tién sir bénh gan vivhodic udng nhiéu ruou, bénh nhan cao tudi (> 70 tudi) ¢ nhimg yéu tb nguy co bj tidu co vin, kha ning xdy ra
tuong tac thude va mot sé dbi twrgng bénh nhan dic biét. Trong nhing trudng hep nay nén cin nhic lgi fch/nguy co va theo doi
bénh nhan trén 1dm sang khi diéu trj bang statin. Néu két qua xét nghiém CK > 5 14n gi¢i han trén ctia mirc binh thudmg, khéng nén

| bt déu diéu tri bng statin,

- Trong qué trinh diéu trj bing statin, bénh nhén cin thong béo ngay khi ¢ cdc biéu hién vé co nhur dau co, cimg co, yéu co ... Khi
¢6 cac biéu hién nay, bénh nhin cin lam xét nghiém CK dé ¢6 cac bién phap can thigp pha hop.

Tham khio ¥ kién béc si trwéc khi ding trong trwdmg hop sau: Tién st bénh gan, réi logn chirc néng gan, bénh 1y vé co, phu niy

tui sinh dé ma khéng c6 bién phép trénh thai thich hop, tré em dudi 10 tudi.

Sir dyng trén phu nir ¢6 thai va cho con bi: Chéng chi dinh sir dung atorvastatin trong thai k. Phy nir c6 kha nang mang thai nén

diing cac bién phap ngira thai thich hgp. Chdng chi dinh sir dung atorvastatin trong thosi gian dang cho con bu. Chua dugc biét

atorvastatin c6 bai tiét qua sira mg¢ hay khong. Do c¢6 kha nang gfly tic dung khéng mong muén cho tré bii me, phy nir dang sir dung

atorvastatin khong nén cho con bi.

| 7- Twong tic ciia thudc véi cdc thube khic va cic dang twong tic khic

Dung dbng thoi atorvastatin voi colestipol hay thudc khing acid dang hén dich dwong ung co chira magnesi va nhém hydroxyd s&
| 1am giam ndng df atorvastatin trong huyét twong.
| Atorvastatin ¢6 thé 1am tang ndng d digoxin trong huyét trong dang trong tinh trang 6n dinh.
Nguy co bénh co va tidu co van tang 1én khi ding déng thdi atorvastatin véi dan xudt acid fibric, niacin liéu cao £> 1 g/ngay),
gemfibrozil, colchicin, céc thudc irc ché cytochrom P450 3A4 nhu ciclosporin, erythromycin, hay thude khéng nam nhém azol.
Viée sir dung ddng thoi céc thude ha lipid mau nhom statin véi cac thudc diéu tri HIV ciing nhu thude didu trj viém gan siéu vi C
(HCV) ¢6 thé 1am ting nguy co gay ton thuong co, dic bt 14 tiéu co van, than hu din dén suy than va c6 thé gay tir vong:
- Tranh sir dung atorvastatin voi: Tipranavir + ritonavir, telaprevir.
- Sir dung thén trong va néu cén thiét nén ding liéu atorvastatin thip nhét véi: Lopinavir + ritonavir.

| - Khéng diing qua 20 mg atorvastatin/ngay véi: Darunavir + ritonavir, fosamprenavir, fosamprenavir + ritonavir, saquinavir +
ritonavir.

- Khéng ding qua 40 mg atorvastatin/ ngay véi nelfinavir.

- Khong nén ding qua 20 mg atorvastatin/ngay néu phéi hgp véi amiodaron.

& nhimg ngudi khoe manh, ndng 6 trong huyét twong cua atorvastatin ting khi dung déng thoi véi erythromycin do erythromycin trc
ché cytochrom P450 3A4.

Ding dbng thoi atorvastatin véi thudc udng ngira thai c6 chira norethindron va ethinyl estradiol lam tang AUC cua noreth_indron va
ethinyl estradiol. Nén cén nhic dén diéu nay khi chon lya mét logi thude uong ngira thai cho phy nir dang ding atorvastatin,

Khong ¢6 s trong tdc c6 y nghia nio v& mat 14m sang giira atorvastatin va warfarin.
8- Téc dung khing mong muén
Thuonmg gap, (1/100 <ADR < 1/10)
Nhiém tring: Viém mii hong.
Thén kinh: Nhire déu.
Ho hip: Pau hong-thanh quan, chay méau cam.
Tiéu hoa: Tdo bon, diy hoi, kho tiéu, budn ndn, tiéu chay. M%/
Co xuong: Pau co, dau khép, dau chi, co thét co, sung khép, dau lung. /
It géip, 1/1000 <ADR < 1/100
Chuyén hoa: Ha dudng huyét, ting cén, chan an.
Tém thin: Ac mng, mét ngu. ’
Thén kinh: Chong mat, dj cam, mat cam gide, loan vi gidc, mat tri nhé.
Mit: Nhin mé.
Tai: U tai.
Tiéu héa: Nén mira, dau bung trén va duéi, ¢ hoi, viém tuy.
| Gan mat: Viém gan.




https://nhathuocngocanh.com/
Da: Néi mé day, phét ban da, ngira, rung téc.
Co xuong: Pau ¢b, moi co. -
Chung: Mét méi, suy nhuge, dau ngye, phii ngoai bién, mét moi, sét. |
Hiém gap, 1/10 000 < ADR < 1/1000 '
| Méu: Gidm tiéu cu.
| Thén kinh: Bénh 1y thin kinh ngoai bién.

Mit: Réi loan thj gidc.
| Gan mét: TAc mat.
Da: Hong ban da dang, hji chimg Stevens-Johnson va hoai tir da nhiém déc.
Co xwong: Bénh co, viém co, tiéu co vén, viém gin xo héa.
Rdt hiém, ADR < 1/10 000
Mién dich: Séc phan vé.
Tai: Mit thinh giac.
Gan mit: Suy gan.
Céc tac dung khong mong mudn khac bao gdm suy giam nhén thirc (nhwr mét tri nhé, 1a 14n...), tang duong huyét, tang hemoglobin
glycosyl héa (HbAlc). [
Ngung sir dung va hoi kién bdc si néu: Pau co, mém co hay nhuge co khéng rd nguyén nhin dic biét trong trudng hop cé kém theo sy i
khé chiu hay sot, ting creatin phosphokinase rd rét.
Théng bdo cho béc si nhirng tic dung khéng mong mubn giip phai khi ding thudc.
9- Qui liu va xir tri
Trigu chimg: Dit liéu vé qua liéu atorvastatin & ngudi con han ché.
Xt tri:
- Khong c6 bién phap dac hi¢u didu trj qué lidu do atorvastatin. Trong truémg hgp qué liu, chi yéu diéu trj triéu chimg va hd trg.
- Do thude gin két cao véi protein huyét turong, thim phan méu 1am ting d thanh thai atorvastatin khong déng ké,

s 10- Dang bao ché va déng goi
GLOVITOR 10: Hép 3 vi, vi 10 vién nén bao phim.
| Hop 10 vi, vi 10 vién nén bao phim.
: Hép 30 vi, vi 10 vién nén bao phim. N .
| GLOVITOR 20: Hép 3 vi, vi 10 vién nén bao phim.
| Hép 10 vi, vi 10 vién nén bao phim. }ﬁl}/ _
| Hop 20 vi, vi 10 vién nén bao phim. / =
11- Biio quén: Bé noi khé rdo, trénh 4nh sang, nhiét d6 khéng qua 30°C.
12- Tiéu chudin chit lrgng: TCCS.
| 13- Han dung: 36 théng ké tir ngdy san xuét.
5 THUOC BAN THEO PON
PE XA TAM TAY CUA TRE EM
. POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
| NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si
__San xudt boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dja 9-hf“§é‘3? W Do, KCN Viét Nam — Singapore, thj xd Thudn An, tinh Binh Duong. :
. P ‘;\’ DT: 0650.3768823 Fax: 0650.3769095 ]
N’

% TUQ.CYC TRUONG
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