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IMPORT PACKAGE MATERIAL FOR DRUGS LICENSE
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LICENSE NO.

BE (P ARFAE L GEFHEE) MK G A B

According to the Drug Administration Law of P. R.of China and the Drng Package

AMEBMAEREEDE) (BT A E, BRHETAELAAMNT

Material Administration Provisions, the following package material for drugs produced by the following

A mBRAMBINAESEM, R HFEDEH.

company have been approved and registered, Importation are authorized thereby.

ik, RELH/ RLE/BR_KEBEEABEESEN

Generic name

R ¥ BIAZE/ BB/ RR_E28

Specification

@.ﬁﬂ*& o

Package size

2 7 28 :_KLOCKNER PENTAPLAST GmbH & Co. KG

Company :

iﬂ]A hl:: ndustriegehie eiligenrot — 11 Montahaio Cax E . fifi
i Indust hiet Heilig h D—5640 ; ‘mu}%ﬁy_{wg——
t 7= ", KLOCKNER PENTAPLAST Schyeiz AG

Manufacturer

ER._E

Country

1. XRIEFHPE  2018%F 2 Ho0 H

Valid Until

2. EGAFEOKEERA: TBB-0017-2011

Testing Specifications
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POINTS OF ATTENTION

FERBZREGMAMUNBEERERMBEFRISHEOFENHEEANEEISE, 2+ %
“EXRTHCBIA”. ARBAEMNSFH—BABEOD, BENER.

This license,both in form of Blue paper or Green paper, is the legal document issued by State
Food and Drug administration indicating the authorization granted to a given production
specified therein for its importation,marketing and sales in China .No importation .Marketing
and sales of any productions are permitted without this license .

3 F1 7 & () 6 3 00 0 B A UE R S8 O P 307 A R, EAHES DL BTF “2AR)7 f “AEF=] 72K, Hhit. &
%, RESEMER -3, —@#AB 0. EMHESHZL N BIEMFEMES, FRiEAHES RN EE.
It should be indicated clearly,on the packing and labeling ,the name of the product in Chinese ,the
license number ,and the name and address of the company and/or manufacturer .No importation is
permitted ,in case of any divergence from that specified in the license . The new license number
should be used ,if license number is changed ,whereas the old one becoming invalid simultaneously.
FUEFFATAERNATMEHAETLTROLA, AHEZIHBRBEAEBRTE. £ BEEM
MM REEFTT .

The said company hereby refers to the marketing authorization holder , and ,is holding legal
responsibility for the quality assurance ;whereas the manufacturer refers to the specific plant ,in
which the product is produced.
AEBBRRZBRALEEN, DAL REY AN A TR H%IE B 1§, 2% B H A 0 R 45 05 i
S EYZIEF MY RHBER, KFPMREMK LR,

The license is valid for a five years from the issuing date . An renewal application must be
submitted 6 months prior to its expiry .A new license number will be given ,once the application is
approved .Any application submitted beyond the valid date will be regarded as a new application.
EOORBRER, DAHREKE“ELR" KB A" BH.

When applying to customs at the port of entry ,the original blue or green license should be presented .
AFEEZERE, BRAR/TOAFHER.

The license should be well kept and no re -issue is made in case of loss and /or damage .
AEFBRENEFEZLG. NEAMBR, SHESTFTER.

The license should be timely submitted , if there is any changes in contents specified in the
license .The proposed change is seen valid after its approval .
ERTFEARKANEGLEEER. BAK0, HEMERERES.

The license shall be cancelled in case of any violation of laws and regulations of P.R.of China

governing drug administration.
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LICENSE NO.

M#E (P EAREANES HEHREZ) M (CH LB K

According to the Drug Administration Law of P. R.of China and the Drug Package

AMEMNMERERDE) (BT BME, ZHETARAFTMNT

Material Administration Provisions, the following package material for drugs produced by the following

AR BREHAMBOAESRSEMN, R F D MFEH.

company have been approved and registered, Importation are authorized thereby.

AR _RALK/RLE/ RSB RAHE TR

Generic name

M REZE/ELH/ER-ELE

Specification

(LRSI - S —

Package size

A ) %R :_KLOCKNER PENTAPLAST GmbH & Co. KG

Company

%d:ess Bb: _ Industriegehiet Heiligenroth D-56401 Montahayr .",meacoungu; _{,ﬁ.@____’
# 7= J~._KLOCKNER PENTAPLAST Schweiz AG

Manufacturer

Hh Bk: _ Sportweg 38. CH-3097 Lichefeld / Bern, Switserland ~ ZF: fE -
Address Country

& 1. KERARPEE  2018%F 2 A0 H

Remarks Valid Until

2. ARBFHOKKEARAE: TBB-0017-2011

Testing Specifications
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R B MW

POINTS OF ATTENTION

FAEREBXERAMUBEARBRMBEFIGHEOPENHEEHNEEXH, 78
C“EXRTMCBIAT . ABRBEAEMMH—BAGED, BENFEH.

This license,both in form of Blue paper or Green paper, is the legal document issued by State
Food and Drug administration indicating the authorization granted to a given production
specified therein for its importation, marketing and sales in China .No importation .Marketing
and sales of any productions are permitted without this license .

O G EA RN FUE R AER M PR AR, EMES RS “AF” M CERETLR, Mtk &
¥, RESEMEA—2H, —BABE0, EMESHRAHLIEMFEMES, REMES R EE.
It should be indicated clearly,on the packing and labeling ,the name of the product in Chinese ,the
license number ,and the name and address of the company and/or manufacturer .No importation is
permitted ,in case of any divergence from that specified in the license . The new license number
should be used ,if license number is changed ,whereas the old one becoming invalid simultaneously.
FEFFI A AENAEMRGHABTELTROLAR, HH XL ERAERTEE: £ EFLXEM
mMERGEETL .

The said company hereby refers to the marketing authorization holder , and ,is holding legal
responsibility for the quality assurance ;whereas the manufacturer refers to the specific plant ,in
which the product is produced.
FEBBRRZOELEAN, DAEREH6AN AT RE RIS E, 2HFEKAEN KL F 0O EME
S BT RIEARR BN, EF P REMRS LR,

The license is valid for a five years from the issuing date . An renewal application must be
submitted 6 months prior to its expiry .A new license number will be given ,once the application is
approved .Any application submitted beyond the valid date will be regarded as a new application.
HEOORBRBR, BAMFIERIE“EAR" K “BE” BMHF.

When applying to customs at the port of entry ,the original blue or green license should be presented .
FEHEZERE, BREAIARFNAFHE.

The license should be well kept and no re -issue is made in case of loss and /or damage .
FEFBEMBARERUN . NENBR, BHAEFTHFTER.

The license should be timely submitted , if there is any changes in contents specified in the
license .The proposed change is seen valid after its approval .
ERPFEANRKAEGHERER. B0, HEMESEEN.

The license shall be cancelled in case of any violation of laws and regulations of P.R.of China

governing drug administration.
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PVC/PE/PVDC Composite sheet for Solid Pharmaceutical Packaging

AbHEER FURKZHPVOMAE. B2 (PE). Bim R (PVDC) AEXER
K, BIROEEER, ATEESGR (AR RENS REa%E,

[5h9] EASER, EERLLBRL, EMBRN. MEESS, AREWEMLK
4. W5, FY. FA. #F. 8§ 100cm’ F, 1.3mm K 1.3mm UTFH&S, AEE3 8,
A4E 1.3mm U L#& .

(%51 (D asbkiE BAMER, BEZEMEOINENZEE (YBB00262004)
FREFEHKARETZMZE (BESHEAF) &, EPVDCESPEPVCELHE, B
YBB00262004 28 %M€, PVC. PEFIPVDCIE, R4l 3 IR B EA —E.

QB RN: EZEEN LH— %M, PVDC MERMHG, PVCEAZHA,

[PVDC %A ) BRBEMES, HE 10cmX 10cm BIRER 5, ¥ FER BTERRE
(BUEHHBAD PSS, BUEHES, MOSEPVDCZE, £ (80£2) CHURE PVDC /7
T 2 /Nt FEEIR (234+2) CHRHET, ME 30 4080, WEMESH PVDC ZEE, 5,
Pl g/m” RN PVDC MIRAA &, MFFER 1 FME

#* 1 PVDC Mt

PVDC HHEAAEME (g/m’) AR PR 22
40
—5% ~ +10%
60
90 —5% ~ +5%

[EME] KESRBEIE KBIENEN BAMER, BKESEDTENEE
GiR47) (YBB00092003) % — % #F ks, R PYDC [ EeE KA —0N, KR




& (23+0.6) C, MHXHEE (90+2) %, MFF&R2 HME.
ALETE RBREAAEN BAEMEER, BAEEIENEZE (YBB0082003) 55
—i&fE . RIH PVDC HRASRERN, NAFER 2 KNE.
F2 SRR

PVDC ¥4 & KEAELE ARELE
(g/ m) g/ (m’*24h) cm’ / (m’*24he0. IMPa) -
40 <0.8
60 <0.6 <3.0
90 <0.4

BEE EASRER, BAMHEEERNEZ(YBB00112003)#lE, WiEEE ()
100mm/min+ 10mm/min, KAFH [ B @, BEELHREFHEH BT 40MPa.

Wwhdi  BARER, HE 150mmX50mm KA, M. BEEE 5 Ao WEERNTERE 23°C
+2°C, HIXHEE 50% 5% T, ME 4 MRELE, FFE LRFM THTHRE, ikl
(PVDC f [ ) [@sE FHERrhdR0ep A £, BEE 100mm, %% 3 &AMEBRMERFE,
{ERERE Y& T TEEREF REAL, N, BEBAEAE Z U LBk,

3 WERAVERR B (IR H% mm
i R R ERH B WERER
0. 20~0. 30 600 25 (#)60g)
0. 31~0. 40 600 28.6 (#7100g)

MR BARSGER, BINAUEGE R IIE % (YBB00292004) R %E , {1 4H R NAE +6
% LAM .

PARE B 100mm X 100mm &XFF 2/, WE S 59 PVDC 5 RH R824
SRR (44 YBBO00152002 #54E) B4, ERGHMU E#THE, REFKME: BE 150
CT+5 'C, KA 02MPa, BffE] 1 #. BHAAIRENEE(YBB00122003)#E, AEET
6.0N/15mm.

[(AFRER] RS &8, SRARER 0.01m’, REEMENETIRERIEE
(YBB00312004)J5E, WML EREE 10 mg m’, HAPRAARE, RELE/T
0.1mg/m°.

[RZEHk] BARER, BEZERANZEIEYBB00142003)E, AELEAS



=

[R-WZmEk]  BUARSER, H8 R 82 50k 5E % (YBB00152003)#l 2 , A 15
BABZ=.

[(AHRR]T  BRAFAEH, BFERER, 25RMARDE 300cn’ , (FEIHRK
3cm, B 0.3cm B9/, FLERKELE, —4rE 500ml REHERM S, K 200ml, FH,
BEERRKKBEBRA, 121CE2CTH#H 30 240 E, BAZER: 5003 EREHE
R, hn 65%Z.8F 200ml B (70C+£2°C) fEEKHBRE 2 M JE; IECkE 200n1 B (587C
+2°C), fEEKBHRE2 /MG, B, BAZZE, DEAERRER: JFFRN EH#K.
65%Z M. IE kel &2 Xt REmK. &M, #17 TIRR:

BHEE B KBRS 10ml, REE. WEER, 52 SHERER (AR
EZ45 2010 FRR _HHR IX B ) L, FEEK.

SEMNY  HEEBUKEREE 20ml, HEIMA 0.002mol/L FEREHH 20m] ST
B 1ml, E# 3 2%, BEAH, Ino.1g MUK, 7ERLKE 5 o8, FABARBRMNEE
W(0.01mol/L) i E ¥ #%€8, BN S WiEhErsBEREELE. HIUKE X RBE
FIRE, WEMEAEHERZEZNTER 4 BHE.

#4 HENY
PVDC i (g/m) S8 (n) AETE
40
2.0
60
90 2.5

BLE W REUKEW 20n], ARSI (PH3.5) 2nl, FRIERE (hHA
RIAIE 254 2010 4EAR — HBHERVI B 25 —15), SESBIALEAAL—.

FERM ARRERIUK. 65%Z8. E SIS0 Rt % 100ml
BFOEENERLS, ABET, £ 0SCTREEE, ARERYS LS AMRRLE
RABIT 300 mg; 65%Z BRI RY 532 EX BIZ Z AT 300 mg: FEHRERNS
oo IR 2 2 30.0 mg.

CBEMRAE]  BUAR FFFILERY 20or’ MBS REREEAEE L, 5
B2 P AL A SRS R, TERCILIG R RS 5 K, e | AR FHRSK 5 K, BAMLE
A 2 SIRASLEESE 10 K, SEHEHk 5 MLE 100en” o AREEHRSEIR SLRNBING (AN,
BB 30n] SULEESHIBTI (OKRE) . SWEFRERNENE, KR
GRS 1 40, BV EGAM, TR MR (e A R JERIE 25 08 2010 45— #IRXTD)
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RsE. MEBABEHARL 1000 1/100em’, BE. BEEHREE 100 4 / 100em’, K
BREBAGRRH.

[ R #dE] BASR 500cm” (LARRERT): MK 3em, % 0. 3cm B F, AR
WS S0ml,  110°CIBAKE 30 8 EEUE, A2, KAWKES, BRRESUERE
& (P ARIHEZ R 2010 FRR_MMFRXIC) BE, NFEME.

[ R EAr ) LR EEHFEAERAA
[ 4= @5 K4k ] Klockner Pentaplast Schweiz AG
[EEf) BXRERARNABEERAREEMERTRE O
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