e HI: 2014456 HOH
B H: 20144£10H30H
T H I 2017489 A20H
ESCH T 20204F4 23 H
KL TR G kL L 5
AR B BB I AE BRI S T
(25 4 Fik]
AR eI G RE URL
YL £ FR: Mesalazine Sustained-release Granules
ILEPEE . Meishalagin Huanshikeli
[ )|
A EE R R
WFELFR: S—RIEAMER (8 5-ASA)
FEIR . coon

HO NH,

53R GHNO;
Sfi 15301
[ R AR BERIK 5 b R
GE pi JE] Bemtksimde, MFBustksimRmaERre, Bikar. P B, HTMERmMEsED BmmA, BbatkrreE,
[ %1 0.5¢
UMY DRk, RN, AZHNE, TRMRERS 3—4 KMk, argmim, MoKk,
BTSSR . R . B 4g (YT 84% 0.5 SRR ERNRL) . MW . B 1.5¢ (YT 3 4% 0.5 SeRPHI R ALk
e B BRI WK 2g (BT 44% 0.5 SRR RSB RL) .

URER I
HE ARG R FEU(=0.01%-<0.1%) A3 %4 W(<0.01%)

U LA e i T R . R Ak Z A e AN PR
it B e Wb, PANED . M)
e Rg I, I S ez A
L LU, DRR

TLRCRAREFAE AL S (ELFROT W R A, ngen, SC/UAE R, Mt ge . Mfimg AR TE

TR, MRARER HAV S, WiEbi., W%

BB N RN S VY1 Ao SRR

RSN VE D GERERT , (LA Rt T 48 AP O S i

BB g T Wb %

WL s 256 WU, R

RIEFRGE IR B S A LR S B ALHR

e ST DI REAS W5 bR I 2 (B BB AT IR B RO 8). I IBTHIRBRIEIF &
LA ER WA R 0RO
G- |

THEH IR « 1 A FEIRF AR B AT A Wy A S AR iR B L 2. SRl . 3 AT SRS 4. E ST R .
5, i AN

| CiaE i) |
1. BREAEAE, LERERITHMATTE R R ELS (a5, Fohee2%dn ALT s AST, MmULEF ) FBRECRSL. BUUHARITIE 14
RAGFXLETH , WRRE 4 FE S E % 2-3 K, WRESERIER, 53 AMATHRE R, WRIHAbAER, ST,
2. FFShfeREr & RIRUR A i
3. G RE A SO U SRR AL, B R BISEIRIR S [R  th E R R
4, TShRERERE#, HERRMENGEH, BAERS AW I TR AR S RT
S KH O UNAREREIE 0 25 it ) B, AR IR N TR . It BRI S RRE (hhR . BVRERSEE . e, R S LA K B 9E
AR ), ZSr R kAT .

[0 B FLB 2 i I 25)
FIRTBEA 22901 B LI 401 o PR AR S RO RO, T TER SR AR AT A 2 R DR M A et L Tl B A 5 A0 D RE AT VR £
HEUR: FURAE BUBIRIG R 32 2 K Tt B LA A6 DRI, 20 A R PR AR o R, 600 R v LIS M S BRI, £ Sl B SE s — /4 0 B
PARIFE P A S BRSO 1 o 4 47 50 RE P  70n 2 9 97 1 2 A 0 1 DL L0 56 (P AR L /B 301 ) o 860 AT 20 e K JOME P S5 i % (11
M 2=4g) J&, BiA LB shik seimim 1 B,
WEFL: U BUBR M FLIA 4 35 40 KT T RE X B ARG I A A A A S, D &L N— Sl —5— SRR AT Ul FUH 2. miFLI
LRI R R AT IR, AHERR S L2 B 5 e U B

DL 25 ARV TiZ 00 5 HTE ] 4 2% 30k

| €IS WP YN J RNt

[ E AR Y AR S AR EA TR AR BT SE .
[l A L
1. 55 b R I e PR T R 5 W o A FE

- U2y IR IS PR 23 4 o 16

- SRR S I R 24 [ e PR T 8 e A R

5 P ik K [ A5 D T R ISR AR T

5 VR T A e s A2 P T B I HHE PR R 1

GHURAEG (RS | SRS FRRmeENY )[R R R A

- SRR A P AT AR A B SR A

[Ztit B] AR 2Pt BIZ TR, JRAR W25t & i BIHRE, IR Rk i .

(253 #E 51]
AR S VDR ZR RN BN B T A BY  IRAS SR IR T 1R S B 2L, B RERIE I, AR A B R
FUPRLAE I FIALEI M AT R . SPE N B R s VAR RS AT RN . SRR ANIREE 2k AR DU RR A T A R (R A SRR B4), S
TR [ S A N . AR G AE A . RO RTI  A I AL, MR AN IR - B i S L G RR g
BRI S RS B i, R, AR AR IRIT AR S—10 £, iRk WEE . L sGE i ARG .
PROMR RGP PR SE 1 B A UE R s AR 2 S . KRBT SE B SER S8 1% 24 P AR S P R P 2.

(251371241
SEURIZRE LIRS UL CREALARI = P s HE s SE TP R MY S B R A AERFIE .
EHANBRY ZREBAEDRR 1.5 505, SAFRI 90% Sk, 82 35%—50% MR, 40%—50% it # Mkl , kil RELL
FEAL AR = I R R 90%, Feflih 65%—70%) ,

O Y E, fETERALIRAT

[ Y BB i MR AU A, WM. 104/ &

[ %1 36 A1

[P fihRdE] YBH02242014

Gt Sc 51 E 2k H20143164

L2550 EdivPa R4 A
Bk R RIZGATIRA H
TEMHMAL: i IR SRR 3 18IEE 16 S 7 ¥ i 286278 S Hie

| GRd(3]
YifR: RERERHZ AR AT
Mdtk: L3 D AR VE 3 IBIRIIE 16 5 14 111 2% 278 S e

- RV SOV Y

-

B (021) 59898898 (021) 62375707 IS AE R, RN - ek O~ BIZARA R,
53T: (021) 59898195 (021) 62375708 R 400-102-3399
Wik : http:/Awww.ethypharm.com.cn 13 ¥L: 022-83710344

SIPSEN

431531



Approved date: June 6th,2014
Modified date: October 30th, 2014
Modified date: September 20th,2017 3
Modified date: April 23rd, 2020 M salaZlne SR GraHUIes Leaflet
Please read the leaflet carefully and use under doctors' instruction.
[DRUG NAME]
INN: Mesalazine Sustained Release Granules
English name: Mesalazine Sustained Release Granules
Chinese Pinyin: Mei Sha La Qin Huanshi Keli
[COMPONENTS)]
Active ingredient: Mesalazine
Chemical Name: 5-Amino Salicylic Acid (or 5-ASA)
Chemical Structure:  COOH

HO NH,

Molecular formula: C;H;NO;
Molecular weight: 153.1
[CHARACTERISTICS] Grayish yellow to brown granules.
[INDICATIONS] - Ulcerative colitis: treatment of acute attacks, prevention of recurrence.
- Crohn's disease: prevention of acute attacks, for frequently recurring forms.
[STRENGTH] 0.5¢
[DOSAGE AND ADMINISTRATION]
Oral administration, the content of the sachets should be swallowed, but not chewed. The daily dosage should be divided into 3 to 4 times. It can be taken with meal, and should
be swallowed with a glass of water.
- Ulcerative colitis: Initial treatment: 4 g per day, corr ding to 8 sachets of lazine SR Granules 0.5g.
ding to 3 sachets of lazine SR Granules 0.5g.

Maintenance treatment: 1.5 g per day, cor

- Crohn's disease: Mai : 2 g per day, cor ding to 4 sachets of Mesalazine SR Granules 0.5g.
[ADVERSE EFFECTS]
Organ System Class Rare (> 0.01% ~ <0.1 %) Very rare (< 0.01 %)
Blood and lymphatic Changes in the blood counts (aplastic anaemia, 1 is, pancy
system disorders leukopenia, thrombocytopenia)
Nervous system disorders Headache, dizziness peripheral neuropathy
Cardiac disorders Myocarditis, pericarditis
Respiratory, thoracic and Allergic and fibrotic lung reactions (including dysps , cough, b I alveolitis,
mediastinal disorders | inophili 1 y i itis)
Gastrointestinal disorders Abdominal pain, diarrhoea,flatulence, Acute pancreatitis
nausea, vomiting
Renal and urinary disorders Impairment of renal function including acute and chronic interstitial nephritis and renal insufficiency
Skin and subcutancous tissue :
" Alopecia
disorders
Musculoskeletal tissue disorders Myalgia, arthralgia
Immune system disorders Hypersensitivity reactions such as allergic rash, drug fever, lupus erythematosus syndrome, pancolitis
. . Changes in liver function (increase in i and of chol is).
Hepatobiliary disorders hepatitis, cholestatic hepatitis
system disorders Oligospermia (reversible)
[CONTRAINDICATIONS]

The following patients with disabling this product: 1.Hypersensitivity to mesalazine and salicylates, or any of the excipients. 2.Patients with renal dysfunction. 3.Patients with
severe liver impairment. 4.Patients with gastric or duodenal ulcer. 5.patients with increased bleeding tendency

[PRECAUTIONS FOR USE]
1.Blood tests (differential blood count; liver function parameters such as ALT or AST; serum creatinine) and urinary status should be determined prior to and during treatment
when necessary, at the discretion of the treating physician. As a guideline, follow up tests are ded 14 days after of then a further two to three

tests at intervals of 4 weeks. If the findings are normal, follow up tests should be carried out every 3 months. If additional symptoms occur, the relevant tests should be
performed immediately.
2.Caution is recommended in patients with impaired hepatic function.
3. Mesalazine-induced renal toxicity should be considered if renal function deteriorates during treatment.
4.Patients with pulmonary disease, in particular asthma, should be very carefully monitored during a course of treatment with mesalazine.
5.Patients with a history of adverse drug reactions to preparations containing sulphasalazine should be kept under close medical surveillance on a course of treatment with
mesalazine. In case of mesalazine cause acute intolerance reactions such as convulsions, acute abdominal pain, fever, severe headache and rash, therapy should be discontinued
immediately.

[DRUG FOR PREGNANCY AND LACTATION]
To date there are no clinical data on the use of mesalazine in pregnant and lactating women. There is no available relevant epidemiologic data and its possible harmful effects can
not be assessed.
Pregnancy: Mesalazine should only be used during pregnancy if the expected clinical benefit outweighs the potential risk to the fetus. Mesalazine is known to cross the placental
barrier and no teratogenic effects in animal studies or in a human-controlled study.Blood disorders (leucopenia, thrombocytopenia, anaemia) have been reported in new-borns of
mothers being treated with mesalazine. In one single case after long-term use of a high dose of mesalazine (2-4g, orally) during pregnancy, renal failure in a neonate was reported.
Lactation: Mesalazine should only be used during lactation if the expected benefit outweighs the possible risk to the infant.N-acetyl-5-aminosalicylic acid and to a lesser degree
mesalazine are excreted in breast milk. Only limited experience during lactation in women is available to date. Hypersensitivity reactions such as diarrhoea in the infant cannot be
excluded.

[DRUG FOR CHILDREN] There is no study conducted, nor reliable references.

[DRUG FOR ELDER PEOPLE]| There is no any data relative to the use into elder people.

[DRUG INTERACTIONS] Specific interaction studies have not been performed.
The following information from other mesalazine preparations can be referred:

mesalazine may increase the risk of gastrointestinal bleeding with adrenocortical hormones

. mesalazine increased bleeding tendency of anticoagulant drugs

may increase hyp ic effect of sulfonylurea oral hypoglycemic agents

mesalazine may reduce diuretic effect of spironolactone and furosemide

mesalazine may reduce uricosuric effect of probenecid and sulfinpyrazone

mesalazine may increase toxicity of anti bolites (e.g.,
7. lazine may reduce antituk losis of ri ici

[OVERDOSE] Limited experience with overdose of mesalazine. It has no reported cases of drug overdose nor known specific antidotes.

[PHARMACOLOGY-TOXICOLOGY]

1 is the active of sulfasalazine.Oral admini: ion has the similar therapeutic effect to rectal administration, both local effects, rather than systemic effects.

The ism of action of mesalazine has not been determined. Increased leucocyte migration, abnormal cytokine production, i d production of arachidonic acid
metabolites (particularly leucotriene B4), and increased free radical formation in the inflamed intestinal tissue are all present in patients with inflammatory bowel disease.
Mesalazine has in-vitro and in-vivo pharmacological effects that inhibit leucocyte chemotaxis, decrease cytokine and leucotriene production and scavenge for free radicals.
Definitive toxic effect on the kidney was demonstrated in all specific tested. In general the toxic doses exceed the therapeutic doses used in human by a factor of 5-10.
No significant toxicity ass

s =

ine and azathioprine)

ciated with the gastrointestinal tract, liver or hematopoietic system in animal studies.

In vitro test systems and in vivo studies showed no evidence of mutagenic effect. Studies on rats showed no evidence of a sut lated increase of incidences of tumors.
[PHARMACOKINETICS]
After oral administration of mesalazine, it is excreted mainly in the form of acetylated metabolites, the acetylation of Mesalazine takes place principally in the liver.

After administration at a dose of 1.5g per day in 3 divided doses, 90% of the ingested dose is excreted in normal subjects, with an average of 35%-50% through the urine,
40%-50% by feces, mostly excreted as acetylation metabolites (90% in urine, 65%-70% in feces).
[STORAGE] Preserve in tightly closed containers, store in a dry place.
[PACKAGE] Pack material in direct contact with drug: Paper/Aluminum/PE complex sachet, Pack size: 10 sachets per box
[SHELF LIFE] 36 months
[STANDARD SPECIFICATIONS] YBH02242014
[MANUFACTURING LICENSE NO.| [# ik H20143164
IMARKETING AUTHORIZATION HOLDER]
Shanghai Ethypharm Pharmaceuticals Co.,Ltd
Address:278, Qianyun Road, South of Bridge 16, National High Way 318, Xujing Town,Qingpu District,Shanghai
[MANUFACTURER]
Shanghai Ethypharm Pharmaceuticals Co.,Ltd
Address:278, Qianyun Road, South of Bridge 16, National High Way 318, Xujing Town,Qingpu District,Shanghai
Tel: (021) 59898898 (021) 62375707
Fax: (021) 59898195 (021) 62375708
‘Website: http://www.ethypharm.com.cn
If you need further information, please contact Beaufour Ipsen (Tianjin) Pharmaceuticals.
Customer service hotline: 400-102-3399

Fax: 022-83710344 % IPSEN
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