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1. Nhin tryc ti€p trén don vi déng géi nhé nhat:
a). Nhdan vi 10 vién nang.
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2. Nhén trung gian:

a). Nhan hop 10 vi x 10 vién nang.

GMP-WHO 10 vi x 10 vién nang

Terdein-p

Terdein-p

THANH PHAN: M&| vién nang chua

=TI VG ..ouveviin s eisiionsssrienriia s s sxints R IR E Y TRIRPREROOONE . 3 3 11 {1 'c |
- Codein phosphattuong duong Codeinbcse s R s e e e D T TR
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CHI BINH, CACH DUNG & LIEU DUNG, CHONG CHI BINH, TUONG TAC rHudc TAC DUNG
PHU VA NHUNG DIEU CAN LUU ¥: Xin doc trong 18 hudng dén st dung.

BAO QUAN: Noji khé. dudl 30°C. tr&nh &nh sang tryc H€p.

BE XA TAM TAY CUA TRE EM

00C yuanc DAN SU DUNG TRUOC KHI DUNG

GMP-WHO \‘Q} /

Terdein-

10 blisters x 10 capsules
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COMPOSITION: Each capsule contains
- Terpin hydrate . .
- Codeine phosphate equlvclenr to Codelne bose
- Excipients .. .
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS, INTERACTIONS, SIDE
EFFECTS AND OTHER PRECAUTIONS: Read the package Insert.

STORAGE: Store in dry place. below 30°C. protect from direct light.

REGISTRATION NUMBER: ... KEEP OUT OF REACH OF CHILDREN
MANUFACTURER'S SPECIFICATION READ CAREFULLY THE INSTRUCTIONS BEFORE USE
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b). Nhiin hdp 20 vi x 10 vién nang.

GMP-WHO 20 vix 10 vién nang

Terdein-p

«

Terdein-p

THANH PHAN: M8/ vign nang chila

-Terpinhydrat ........... wesirennress 200G
- Codein phosphat hJang ductng

Codeinbase ........... - . 5mg
~TAAUIC ..y vuo ad

CHI DINH, CACH DUNG & LIEU DUNG, CHONG CHI
DINH, TUONG TAC THUGC, TAC DUNG PHU VA
NHUNG BIEU CAN LUU ¥: Xin doc trong e hudng
ddnsd dyng

BAOQUAN: Nl khé, dudi 30°C, trénh anh sang trc
Hép

SBK: .
TIEU CHUAN AP DUNG: 1CCS

BE XA TAM TAY CUA TRE EM
BOC XY HUONG DAN SU DUNG TRUSC Ki DUNG

GMP-WHO

Terdein-p

20 blisters x 10 capsules

NGAY SX - 50 L0 S - HD
Mg Date - Lotno - Exp Date

Terdein-p

COMPOSITION: Each capsule contains

-Terpin hydrate ....... " i 200 Mg
- Codeine phasphate equqvolenr ro

Codelnebase ... nassinsanvisis TG
- Exciplents .............. v ~saf

INDICATIONS, DOSAGE AND ADM!NISTRATION
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
AND OTHER PRECAUTIONS: Read the package
irsert

STORAGE: Store in dry place. below 30°C. protect
from direct light

REGISTRATION NUMBER: .............ccco0.c
MANUFACTURER'S SPECIRCATION

KEEP DUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE




3. Toa huwéng din sir dung thude:

Toa hwdng diin si dung:

TERDEIN-P

* Thinh phin: M3i vién nang chira
- Codein phosphat twong duong Codein base...............ccoocooene
- Ta duge: Lactose, Avicel, Acid citric, Povidon, Polyethylen glycol 6000, Mau Patent blue,
* Dgng bao
* Qui ciich déng géi:
- Hp 10 vi x 10 vién.
- Hjp 20 vi x 10 vién.
* Dugre lye hoe:
* Terpin hydrat:

La thudc oo tic dung long dom voi liéu thip (dudi 0,6 g/ngdy), néu ding liéu cao (0,8 - 1,5 g/ngdy ) s& lim giam tiét dom do co mach phé quan & dirémg hd hip.
* Codein:
Codci.nlamﬂhyimotphin.nhdmm:thyldmg'théviuicﬁahyrkoénhémhydgnxylﬁhké!vﬁnhhmumm;phlnn}morphin.nélicdunggijmdauvigiimbotwngtumorphin.
Tuy nhién, codein hip thu tt hon & dang uong, it gdy téo bon va it gly co thit mat hon so viri morphin. O liéu diéu tri, it gdy (e ché hé hip (60% thép hon so véi morphin) va it gdy
nghién hon morphin.
Codein c6 tic dung gidm dau nhe v vira (tic dyng gidm dau ciia codein cd thé 1a do sy bién d5i khodng 10% liéu sir dung thanh morphin). Vi giy tho bén nhiéu néu sir dung dai
ngiy, nén ding codein két hop véi céc thudc ching viém, gidm dau khdng steroid d€ tang tic dyng gidm dau va gidm bot tao bon.
Codeinaomcdmgﬂmhodoﬁcdungmrﬁ‘l&mgmmhwmm;mdemlimkhadichﬁadubnghahipvﬁﬁmﬂngdéthmdichﬁé:phéqm.cﬂdeinls
thudc triin ho trong trwémg hop ho khan va Jim mat ngi.
Codein gy gidm nhu ddng rupt, rit tdt trong diéu trj tiéu chay do bénh thin kinh déi thio duomg. Khong duge chi dinh khi bj tiéu chay chp va tiéu chiy do nhiém khudn.
* Duge ding hge: S
* Terpin hydrat: Chua c6 tai li¢u nghién ciru.
* Codein:
Sau khi ubng, thoi gian bén thii 14 2 - 4 gid, tic dung gidm ho xuit hign trong vong 1 - 2 gitr va c6 thé kéo dai 4 — 6 gid. Codein duge chuyén hoa & gan va thii trir & thin dudi dang
tir do hofic két hop véi acid glucuronic, Codein hogc san phim chuyén héa bai tiét qua phin rit it. Codein qua dwgc nhau thai vi mgt lugng nhd qua duge hang rio méu - ndo.
* Chi djnh:
Chita ho, long dém.
* Chéng chi djnh:
- Tré em dudi 5 tudi.

- Phy nif ¢4 thai va cho con bi. ,\,L '
- Ho do hen suyén. t}\b

Ml\quunolem yellow, MiuSunsel yellow, Tale,
reeVita i 1 vién nang.

- Suy ho hdp.

* Thiin trong:

Khi ldi xe v vén hanh mdy méc.

* Twong téc thude:

* Khéng phéi hop véi cée chit sau day: =
-Cﬁmnmuhaynubcg&iikhﬂoﬂc&nlhﬁnsﬁcdunsmlhhmcodemLﬁngﬂmmlﬁphm‘!ggiynguyhiémchongu&idmglﬁ!imxeho&cv&nhﬂnhmﬂymbc.
-D&;&n—d&&hﬁgmﬂﬁn(ﬂbupﬁimhum@hmhmh}:g’tmﬁcdmggiimdludowchcnmhmhmﬂrud!é.véinguywxuﬁlhia:héichlhsgiynghién.
* dn khi phoi i

- Céc thude G ché than kinh trung wong (din chat morphin, mét s6 thubc chéng trim cém, khéng histamin H, cé tdc dung an thin, barbiturat, benzodiazepin, clonidin va cic thube
ciing ho, thube ngd, thudc an thin, thudc gidi lo du khing thujc nhom benzodiazepin): ting irc ché than kinh trung wong c6 thé giy nguy hiém cho nguai léi xe va dang diéu khién
méy moc.

- Céc ddn chét khac ciia morphin (gidm dau hofic ching ho): irc ché hé hép do hiép déng tic dung, diic bigt d& xdy ra & ngudi gid.

* Téc dyng phy:

-thvmoanuu:mbon.bnanum.nam,cwn@mmmhphéqmpmmdimuwﬁcchébahsp.

- Thude gy buon ngi (gidm din khi ding thubc nhicu lin).

- Qué liéu gy nguy co 1¢ thube thube va xudt hién hoi chimg cai nghién khi ngimg thube a5t ngdt.

Thong bao cho Bic si nhimg tac dung khng mong mudn gip phéi khi sir dung thudc.

* Phy nir c6 thai va cho con bi:

Khéng nhiéu tii liu xéc nhin phan img cd hai géy nguy hiém khi ding thuéc nhung do thin trong khong nén sir dung codein trong 3 thang dAu ca thai va trong thiri ky cho con bi
(mdlvaiu-ubnghwsiimlmonghccuvdingﬁngh&%dl&uvcghinhindu'éwsinhuukhibﬁsﬁummﬁnguﬁmchidﬁngco&inquﬁliéudiéuni},

* Khiing ding thudc khi 1ii thu xe vii vin hanh miy méc.

* Céch ding viéu ding: Ding udng

Ding theo sy chi din cila thiy thude hodic theo lidu sau:

- Ngudri 16m : 1 - 2 vién/lin, 2 - 3 lan/ngdy.

- Tré em (trén 5 tudi): 1 vién x 2 lin/ngdy.

* Ubng thube véi nhidu nuée,

* Qud lidu va xir tri:

* Qué lidu Terpin hydrat: Gay gidm cic chét tiét.

* Qué liéu Codein phosphat:

- Suy ho hép (gidm nhip the, hd hép Cheyne-Stokes, xanh tim). Lo mo din dén trang théi d& din hojc hon mé, mém co, da lanh va dm, dbi khi mach chim va ha huyét p. Truimg
hop niing: ngimg the, truy mach, ngimg tim va c6 thé tir vong. 7

-Héiphéuch&h p bing céch cung cip dudng khi vi hd hip hd trg c6 kiém sodt. Ding naloxon ngay bing duimg tiém tinh mach trong tnrémg hop ning.

* Khuyén cdo:

- Thudc gy budn ngi, vi viy thin trong khi diing cho ngudi dang diéu khién xe va viin hinh may méc.
-grkynuengdinu'rdm:mecknidnng.uéucinmemmongﬁnxmhﬁyhénsacﬁ.

- Dé xa tim tay tré em,

* Bio quin:
- Noi khé, dudi 30°C, trinh anh séng truc tiép.
- Han ding: 24 thing ké tir ngdy san xudt,
* Tiéu chuin: Tiéu chuin co s.
~ _Noi sin xudt v phdn phdi:
@ CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi : 66 - Quéc 1§ 30 - Phuimg My ?Ilﬁ—TPClounh—Béngmp
DOMESCO Dién thoai : ( 067) — 3859370 - 3852278
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