
澳門特別行政區政府
Govcrno da Rcgiao Administrntiva Especial de Macau 

釀物監督管理局
Instituto para a Supcrvis聶c Administra� 師Farmaceutica

成 菓 登 記 證 書

CERTIFICADO DE REGISTO DE ESPECIALIDADE FARMACEUTICA 

茲證明下列成藥已在澳門特別行政區登 記 ， 有關資料如下：
Certifico que a especialidade fannaceutica, abaixo identificada, sc encontra rcgistada na Regiao 
Administrativa Especial de Macau, de acordo com as seguintes cspecifica�ocs: 

(I)商品名稱 RUXOLITINIB CREAM l 5MG/G MAC- 03348 

Nome cornercial

(2)成份及含量

Composi�o e dose

: Ruxolitinib 15mg/g 

(3)劑型 F.Farm

(5)申請登記人

乳膏劑 Creme (4)每一包裝數量 Apresenta悼0 100g 

Requerente do registo

(6)核准登記人

五洲藥物產品出入口及批發商號

Firma de lmporta邙o, Exporta9ao e Venda por Grosso de Produtos 

Farmac如ticos Wuzhou 

藥物監督管理局副局長 (7)批示日期 11/04/2024 

Registo autorizado por : Vice-presidente do ISAF Data do despacho

(8)登記有效期

Validade do registo 

2029 年 04 月 11 日

11 / 04 / 2029 

日期 ： 2024 年 04 月 11 日

Data : 11 / 04 / 2024 

蘋物監督管理局局長
P'0 Prcsidcntc do ISAF 

紅
李世恩 代行

Lei Sai Ian 

按照九月十九日第五九l九零 /M 號法令第七條第四款之規定發出
(Emitido ao abrigo do n°4 do artigo 7° do Decrcto Lei N°59/90/M, de 19 de Setembro) 

https://v3.camscanner.com/user/download
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五洲藥物產品出入口及批發商號

台啓

L _J 

來函編顰
Sua relerAncia 

來函日期
Sua comunica�o de 

發函編號
Nossa referencia 

758NPRNISAF几024

灤l"l郵政口箱3092號
C. Postal 3092 - Macau 

11/04/2024

事由： 確認 RUXOLITINIB CREAM lSMG/G 菓物訊息
Assunto 

茲確認藥物 RUXOLITINIB CREAM 15MG/G (澳門藥物登記編號 MAC-

03348)的申請登記人 、 產品准照持有人及製造商的訊息如下：

申請登記人

申請登記人地址

產品准照持有人

產品准照持有人地址

五洲藥物產品出入口及批發商號

澳門電廠巷 22 號亨達大廈地下 AJ座

Incyte Biosciences Distribution B. V. 

Paasheuvelweg 25, 1105 BP Amsterdam, 

Netherlands 

製造商 Tiofarma B.V. 

製造商地址 Hermanus Boerhaavestraat 1 

Oud-Beijerland, 3261 ME 

Netherlands 

湍此 ． 順頌

台祺

藥物監督管理局副局長

詧

薑物藍冒ft'嘎局格式六十二
!SAP - Modelo 62 

齟Td : (853)-2852 4708 Ill文轉J{ Fax: (853)-2852 4016 電子鼻件E-mail : info@i叫f.gov.mo A-� 叫11\fllM" ZOZJ年JIN
Fon血o A-4 Imp. Nov. 2023 
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五洲藥物產品出入口及批發商號

台啓

_l

 

_J 

來函編號
Sua refer6ncia 

來函日期
Sua comunicayao de 

發函編號

75� 霈燜懇曆(2024
澳門郵政徂箱3092顰
C.Poi5i痼�iot.rcau

軸：確認 RUXOLITINIB CREAM lSMG/G 藥物訊息
Assunto 

茲確認藥物 RUXOLITINIB CREAM 15MG/G (澳門藥物登記編號

MAC-03348) 已獲本局核准的產品外包裝及說明書資料 ， 如附件所示 。

湍此 ， 順頌

台祺

藥物監督管理局副局長

店＼
李世恩

藁物藍蕾管理局格式六十二
JSAF - ,Modelo§2 

電話Tel; (853)-2852 4708 圖文傅其fax : (853)-2852 4016 電子郵件E-mail : info@isaf.gov.mo A-4規格印件2023年II月
Fonnu10 A-4 Imp. Nov. 2023 
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附件：說明．

Package leaflet: Information for the patient 

Ruxolitinib cream 15 mg/g 

Read all of this leaflet carefully before you start using this medicine 

because it contains important inform ation for you. 

• Keep this lezflel You may need to ru�ii asain. 

- If you have any further quest'ons, as�your doctul o, pharmacist. 
-Thls m袖cine has b••n pnescribed for rou only. Do noc p,ss It on tt> c:/',rs It ir.iy t ir-n•�'"• 

even If their signs of illness are the same as you<1. 
- If yuu gel any side effects, talk to your docto, or p、rmacist. This lndu:lu•"Y ;0<..>,tl• 11d• 

effects not listed In this leaflf!. See section 4. 

What Is in this leaflet 
1. What Ruxolif nib cream is and what it is used for 

2. Whal you n國to know before you use P.uxol,tinib cream 

3. How to use Ruxoli!ini�cream 

4. Possible side•ffKts 
5. How to store Ruxolitinlb cneam 

6. Contents of the pack and other information 

1. What Ruxolitinib cream is and what it is used for 

矼ol ti,ib cream contains the acti,-e substance ruxotitinib. It belongs to a group of medicines 

called Janus kinase inhib;tors. 

即xol'tinib cream is used er. the skin to trea: vitil go with facial involvement in ac:ul:S ao1 

adolescents佃m 12 years. Vitiligo is an autoimmune cisease,'II here the b心y'sinmune
S)•ste;r, attd(ks the ceiis that produce the skin pigment melan沅This cause; a loss cf melanin, 

leading to patches of pale pinko, white skin. In vitiligo, ruxolitinib reduces the immune 
平te:n's activity agai函the melanin-producing cells, allowing the skin to produce pigment 

and regain its normal colour. 

2. What you need to know before you use Ruxolitinib cream 

Do not use Ruiolitinib cream 

•�you are allergic to ruxo!itinib or zny of thE other ingredient; of :h's m訕cine (I」s:ed in 

sectior. 6) 

·if you are pregnant or breJs: 西dir.g

鸕輯．冒嘌，』幘式六·i-1<
1SAI'- Ml>dolo 66 

n編鹽
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Data 

Warnings and precautions 

Talk to your doc:or c, phamacist bf'ore us'1g Ru,olotin,b cream. 

Ru•ol1tinib cru11 Is net for use 01 the lips, In the tyes, mculh or vagina. If mam ac(i�en• 

121 y sEIS ir,to the;e areas, thoroughly wipe o, and/or ri�se off the cream w'th water 

Children under 12 years 

Oo not g沁的xolllir b cream to c'iildren younger than 12 years because It has not been 

，國edln面s age grou;:. 

Other medicines and Ruxolitinib cream 

Tell your doc.or or p缸rrnaclst ii you are using, have recently used or might use any other 

rredicire;. 
Using Ru,olitimb cream at the same time as othei medicines on the affected skin Is not 

「ecommended, as it has not been studied. 

Aher applying Ruxcrt:nib cream, .,.;1 at least 2 hours before applying o:her medicines, 

:�1screen or body creams/oils lo the same skin area 

Pregnancy and breast-feeding 
R叩o!Jtini�cream sholid not be us函by pregnant or breast-feeding women as this has not 

氐en in• 國gaud. If you are a woman of childbearing age, you should use an effective 

wotractpton during trutrrent and during 4 weeks after applying Ruxolitinlb cream for the 

last tone. 
,t is sot k,,c,Nn if rJXoliunib passes iito breast mrlk after applying It to the skin. The effects 

of this medrcine柘breastfed infants are unknown; therefore, Ruxolitinib cream should not 
比used if'f',J are breast-feedi叩or planning to breastfeed. You may start breast-feeding 

•? 「面面泊y four .,eeks aft tr applying Ruxolrtinib cream for the last trme. 

D而ngand using machines 

�vl<li'tiiib uum is unlikely to have an effect on your ability to drive and use machines. 

R山olitlnib cream contains propylene glycol, cetyl alcohol, stearyl alcohol, 

而thyl parJhydroxybenzoate, propyl parahydro�ybenzoate and butylated 
hydroxytoluene 

·This頑diclnt conuins 150 me propylene glycol lE!S20) in each gram of ueam, which 
may UJSe skin Irritation. 

- Cetyl alcohol and stearyl alcohol may cause local skin reactions !e.g. contact dermatitis) 

• Me:hyi parahydroxybenzoate (E218) and propyl parahydroxybenzoate may cause allergic 

reilction磡ossibly delayed). 

- Butylaied hydroxytoluene (E321) may cause local skin reactions (e.g. contact dermatitis), 

or irritation to the eyes and muccus memtranes 

3. How to use Ruxolitinib cream 

Always use this medicine exactly as your doctor or pharmacist has told you. Ch!ck with 

your doctor or pharmacist if you are not s•Jre. 

Recommended dose 

-Apply a thin layer of crnm twice daily to effected areas of ycur skin. Wait at least 8 hoers 

between applications. 
·The cream should not be used on more than l哼(one tenth) or your body. This surface 

erea represents tt,e equivalent to ten ti11es the pa:m of one hend with the five fingers. 

Method of administration 

-This 1r.edicine is for use on the skin only. 

A-4規IIICI」/1'20!)年•H
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附件：說明．

• :>,:, �ot apply to skins」函so:hertJ、an th�o,es instructed by your docto·. Th! m亟ine

should be used at the smallest skin ma necessary. 

. W3sh your hands ifter applying t�is medicine, unless you m treating your hands. If 

som,one apJ'lies ths medicine to you, t面should waih their hand, after application 

• Avoid wa1hing treated skin for at least 2 t>ours after application of�uxolitinib cream. 

Duration of use 
Your doctor will decide how long you should use the cream for. 
A minimum duration of 6 months is recommended but satisfactory treatment may re�uire 
over 12 months. If you achiel'e satisfactory repigmentation of treatld areas, consult your 
doctor to dis(uss if treatment of those areas could be stopped. Consult your doctor if you 
experience邲of repigmentation elter stopping treatment. 
Oo not use more than two 100 gram tu氐s amonth.

If you use more Ruxolitlnib cream than you should 
Wipe off the excess cream If this occu�. 

If y o u  forget to use Ruxollllnib mam 
�you forget to apply t缸crum at the scheduled time, do it as soon as you remember, then 
continu, your normal dosing schedut,. How國r, if the nellt scheduled dose is due withins 
hou�skip the missed dose. 
�you have any further questions on the use of this medicine, ask your doctor or pharma­
cist. 

4. Possible side effects 
like all medicines, this medicln, can cause sld, effects, although not everyone ge!S them. 
The following side effects ha內been reported with Ruxolitinib cream: 
Common (may affect up to l In 10 people) 
·acne at appl!cation site 

Reporting of side effects 
If you get any side effects, talk to your doctor or pharmacist. This includes any possible side 
ef!,cts not listed in this lea net. 

5. How to store Ruxolitinib cream 
Keep this medicine out of the sight and reach of children. 
Oo not use this medicine alter the expiry date which is stated on the tube and carton after 
琿The expiry date refe� to the last day of that month. 
Oo not store above 30 °C. 
Clnce the tube has沄n opened, use the cream within 6 months but not after th! expiry 
date. 
Oo not throw away any medicines via wastewater or household waste. A5k your pharmacist 
how to throw away medicines you no longer use. These measures will help protect the
�nvironme.,t 

6. Contents of the pack and other information 
What Ruxolitlnib cream contains 
• The active substance is ruxolitinlb. 
One gram or cream contains 15 mg of ru,olitinib. 

• The other irgredients are�utylated hydroxytoluene (E321), cetyl alcohol, dimelicone 
(E�:>CI), disodium edetate (E385), glyceryl stearate, paraffin (E905), macrogol, medium 
chain triglyceridtS, methyl parahydro刈benzoate (E218) ,  phenoxyethanol, polysorbale 20
(U32), propylene glycol (E1520), propyl parahydroxybenzoate, purified water, stearyl 
akohol, xanthan gum (U15). 

沄函on 2'Ruxolitinib cream contains propylene glycol, celyl alcohol, s tearyl alcohol, 
methyl parahydro亟nzoale, propyl parahydroeybenroate and bulylated hydroxytolu 
er,e". 

．物監量管J!l'.J,.j樁＾六十．六
ISAP�Modelo 66 

What Ruxolitinib cr eam looks like and contents of the pack 
Ruxolitinlb cream i\ coloured white to off-white, supplied in i tube containing JOO g• • .,,.,., 
There is one Me�er cart,n. 

Manufacturer 
Tlofarma B.V 
Hermanu�e-rrhaavestra;•: 
Oud-eeijerl�,d, 3261 II: 
Netherlaoc' 
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