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Sulfobuty! ether-B-cyclodextrin is an anionic high water-soluble cyclodextrin derivative.
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Compound 6 could be prempltated by adding isopropanol

H
1
i in the reaction solution, the purity was more than 95.0%,
:\ and the dlmenc impurities were less than 0.8%.
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SnCl,/C was used in the synthesis of 1-acetyl -2-deoxy-3,5-bis(O-Fmoc)-D-ribofuranose and 1-[3,5-Bis(Fmoc)-2-deoxyribofuranosyl]-5-azacytidine,
the purity was increased to 80% and 78%, the B/a of 1-[3,5-Bis(Fmoc)-2-deoxyribofuranosyl]-5-azacytidine at least increased to 1.3. In addition,
the catalysis efficiency of catalyst unchanged basically after it was used three times, and the total yield of decitabine was increased from 13% to 26%.
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imipenem monohydrate

The total yield was 64% with a purity of more than 99.0%,
and the dimeric impurities were less than 0.2%.
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Molecular Structure of Sodium Starch Glycolate (SSG) in Two Different Cross-linking Modes

a: before disil ion test; b: after disi

test; c: the cross section of Tablet B
after disintegration test Appearances of Tablet B (which Using SSG Crosslinked by
Glycolate Group) Stored at 60 C for 10 d pre and post disintegration Test
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(A) glycolate group cross-linking
mode, colored blue;

(B) phosphate group cross-linking

mode, colored red
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Dissolution Profile Changes of Different Tablets Stored at 60 ‘C for 10 d in pH 1.0 Hydrochloric Acid
(Tablet A and C were prepared by SSG crosslinked by phosphate group; Tablet B
‘was prepared by SSG crosslinked by glycolate group)
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ChP 2015:

2: Cyclo-(Ala-Glu)

3: Cyclo-(Ala-GlIn)

4: Pyr-Ala-OH

5: L-Pyroglutamic Acid
6: D-Alanyl-L-Glutamine
7: Ala-GIn

USP 40:

2: Cyclo-(Ala-Glu)
7: Ala-GIn

8: L-Alanine

9: L-Glutamine
10: Ala-Ala-Glu
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by UPLC
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Procedures for Accession to PIC/S and Its Enlightenment to China

FRAARS, AL WL B

Fizif?

(L PRI RER 2 L i Bl 22 g, IL T PEFH 110016 2. [ 524 it B A B1LR £ i 24 i W AZ A 0 o, Bt 100044)

ZHENG Yongxia', DU Jing?, YANG Yue', DONG Jiangping’
(1. School of Business Administration, Shenyang Pharmaceutical University, Shenyang 110016;
2. Center for Food and Drug Inspection of NMPA, Beijing 100044)

W« [EERZG SR A S (PICIS) 2 [ BRZA il By 78 U BUB G BLI PICTS 0K B b £ 2 i (51 B 24 2 7 5 2
it (GMP) A B8 bR YA E PRIBATHEN,  [EBR L35 F KL T PIC/S Kb e 1K & FOAHMI (MRAS) . A
PIC/S SEHIRIE % 71 GMP MRAs ()75 52, - th ook i (5126t ki 75 15 s o 2 2 B SO o) LA 2 B3
AL BRI PIC/S i) 2 58 FE RIS SCHR U 5T L& PICIS [HBRE Rk, AT T PIC/S T 5k, fiidy L& 44
RUSATHE A2, A T PICIS FRI AN SRR AU B 5, AL R 24 25 1 B R o R AL
SRR [HPRZ A ALLPICIS) ;. GMP; WA Tk Pl (MRAS)

hE 5SS RIS XaktrEhg: C
DOI: 10.16522/j.cnki.cjph.2019.09.018
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JRERENE, XA A RIESER AT
FEEERL RNV BRSO AT
AR AT . BB PR A A AL,
FLH B50 R A 2K A48 0 HR 57 R B A K 7K
FHEL 24 St R AT 55 1) B St A

[ b 24 Fh kG AT 2027 (Pharmaceutical Inspection
Co-operation Scheme, PIC/S) & Hi 4% [H 2 ks &L
FZH R B B 24 i i R B S E 2, SR £E GMP
PRk hr A AT o A AR JR MR T DR 5 )M 2R 1)

ks HEA: 2019-03-20
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ez,
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PIC/S 2B ARG AT B AE I I 20 i, #2173k
A PICIS W JE 7, DU 3 [ 24 it 1 7 1) [ o
R R %
1 PIC/S @&t
1.1 PIC/S fhiy &

1970 “F BRI B2 % B th B B (EFTA) NiH B
2 B oy BE &AL AR 2 25 5 GMP AT (1 B St
—, ROLZy G &S (Pharmaceutical Inspection
Convention, PIC), &% | &5 125 GMP &
XA HAATMY (the Mutual Recognition Agreements,
MRAs), BEE®A R, Z/R=, ZHRI., EE,
BORHL AR v B AT O H] I 55 8 AN S8t
AT PIC™, % 1995 4ERKE ST, T PIC 2[R T
Wi AR 2ok 5 oAt [ X 25 W, DR IT a7 1 AH
XF PIC T 5 50 72 3 R AR BUR 14 )5 1 PR 23 PIC
Scheme (% 1) . 14> PIC 1 PIC Scheme J47i&1E,
G PICIS, #7830 TEit GMP K [E PrAgift &1
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%1 PIC 5 PIC/S HytLE
Tab.1 Comparison of PIC and PIC/S

PIC PIC/S
PR AN 35 e K AP
PRESAY ] f X
[E9A [GEES % [H 24 i GMPH AT A4
H A ESS B A GMPAUH A i 5 & 15

Ak EARESR — .
1.2 PIC/S i AR 53

PIC/S {2 51 5 2 i A3 48— 1) GMP 45
R BN R B AR RIS AT FIYgERE, E 2
) E A % — 1 GMP FRAEMIFE RS . I
BN GMP K # 51. GMP A B LI I PFA
FVFL VAN DA R AR 3t 5 MR LA A ] B 2H 228
VRS — R G M R SE X — i

PIC/S B {EiE il 7€ 48— [ GMP Fr il g 1%
I G2 FR AR YIS VR AR 2 SR A ArifE, {2
ot GMP 22t & 4E, ke &N EAE, {2k GMP
K&, MRAs flgi—. X PIC/S i1, ZERHR
M5 PIC/S ZRZE[F) GMP fu & A &, fRiE GMP
KB R RIIPAT RIS A E,  [FIBS 03 RS B 4k &R

BLLL PIC/S A VNI H N HEREEAT B VR, A
SEREFNHE S GMP R Bk R, fRFFE7K T GMP frif .

PIC/S B4 52 M~k (GMP R EHLH ),
SHET A8 NEF KX, FH 4 NEEHR P (%
2).
1.3 PIC/S %244 Jeig AT

PIC/S H1Z 514> (Committee, CO). HATZE R
2= (Executive Bureau, EB) fIfhfiabapk (& 1),
CO #& PIC/S [ uR ML, R AR, COF
BT MPITRRAEMEAN LR TIEH, HERGEL
B PIC/S T2, Wi Bk i BN LA K 5 8 i
JE GMP FHCVEEVE N B FE /e . bR PIC/S ZE A4
SUWRFEATF 2k, WHEEGERS AR 10 A%
17 e WU B — TSR A e 58 T 2 TN
[ P 20 2R AR 36 T i 0 1R SR A 23 2 4
W, 2302t mlE B IO RS ZE A LA 4G 25 R
YERNMEL R 2 n4s . EB ZHATHLM, HE.
BIER TMITZE RS EFEAMBAK, FEHR
Tt CO M TAE, 5B W] 162 (A 43 1) & 4 T
S PATRE B Z RS e THRIRE D fik

<2 PIC/S lRRANE1EIKEE
Tab.2 Members and Partners of PIC/S

X (HE) PIC/ISHLA 1% 2
R, EAE T, DLR. ZYRW. fEw Q4. FFEE. B, mE. Bk, DEAh. 5. B, =OCR. THYE
W (34) FovkE. EE. RIS, A FISCECRE . RFR EE QAN L BIYETE . . RREL R AL FETHER M.
DL, SFsE. Srs. LRI . Bng s el
LM (4) gk FRRAE. EE. SEpEf
T (11) oM. SRV, REGIE. EERTE. HAGA) . ®E. pEFE. . LHIHE
K (2) b3 A i
e (1) FZE|S
HIEHL(4) W24 i o B B = (EDQMD) « BRINZG TN J3 (EMEA) BB B LEE 4225 (UNICEF) . WHO
PIC/SZ f14>
AT ST
[ I I I I I 1
. I A Je GMD)PH | | rcopem = TRSE XA LR e
é%ﬂé'f‘ﬁ% éﬁ% 1}%@&% bﬁém% E‘ﬁﬁ“éﬁé‘\ éﬁé‘\ iul)”éj'_\‘%

E 1 PIC/S A%
Fig.1 Organization Chart of PIC/S
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5 4b 47 55 P CO AT EB TAE ™.
2 PIC/S HiEMAIEF

T & EEZ 5 GMP #UE Z R A%, Mk
K A LA B BT B AR AN, PICIS PFAf B Rk 2 B8
AR, RIS 9 B g R 7 S {4 = 2%, PIC/S H
EIMAREF S “HHIE” A “IEXRE” AHr
Bto PIC/S Z3 b3t P g B B I ON 1) 3 S e sl
Fy, B FTRAERRSSUET LA AR HE.
2.1 VFfhifEbR

PIC/S VPl FR G HLAL S FH VT Al Fi8 b 2 3k 24
il A 2 HL A 3 A A TR ——PIC/S f A
(PIC/S Audit Checklist) , i HRKE - Ik
MRAs #&, 7E MRAs Hi[a] T PPl BR BT A A6 7
BUR AN R LA B h A B e X B R B A &%
AT AT PEAL, BFEEEM R ER S5 &
Hlte FHEBUORE. GMP b, RERIE. MERET.
B PATARE . PATREIFIFRST . FUEFIfEHL RS
SIFTRE T MBI, PR BEAR R A 11 MRER,
38 MEAR P, 78 AEARYEFR, HAEARKEA 1A
AL, B SR (documentation
review, DR) . ¥ &AL UEAE (on-site evaluation
at inspectorate , OSEI) . =26 =% PEE (on-site
evaluation at laboratory, OSEL) . M %Zk5 7 (observed
inspections, OI) %5 4 FhiTAl 77 2.
2.2 THIEREF
2.2.1 FFAFAZR

T AKH PIC/S GMP f8rd . A & B2
PIC/S 55ill. AHE R GAT& PIC/S Z3R. AKH
PIC/S #E% (1) Jot & A4 22 81 3= B4 9 R 37 1) [l oK s
BN, PIC/IS #E3E B Pl HiBRE 7. T B LA
HE TN PIC/S - Abg th HiE, e VP4t
i) P, SRR O RAE I AR, (H
KRB R BIENZH, RTF RS HIRRIAT,
TP ARG TR ERE 7 . WIBR A5 BARAC PIC/IS & 5%

£.

T R IR R R IYIRR A B AL 8 A T A i o 2
2 F, WHERT BRI, A HRIERE,
THAE N REEETT B I ACH0 50% A 3%, T2

INAEBR B (1923 51 2 22 U3k PICIS P SCAF
222 VTR

o0 ER A VA 11 32 B U SO VRl . PIC/S 2
ALHRE 1 44 b (rapporteur) F1 1 4G R
5 (co-rapporteur) (A2} ), H E A EHLIHRHE
AT E AR AR G SC MR IR EAE L. TR IA RS
5 PIC/S FEARTRIE AP/ R ZERE, B X T
FIE N EE T I AL (on-site assessment) H5¢ ik
ZEPENT. SERE TG, R RS ZE b
&AL PIC/S ZiR =ik TH &, PIC/S ZH &R
P ZEBE A, R LTI ER T LA 1 2R 3 I N B
SR T ER A LA 4 — 45 B0 LA AL PICYS Bk 1,
TS A 2 TR R X RS, BT Z BT,
fe it 5 PIC/S BERAFHRF AR,  LAE B ML S
B 24 TE i, DRI Re % 35 B HR O LA PR
PIC/S.
2.3 IEXHIHERF

LA 5 BRA E RS B R R 5 PIC/S ZER (1)
ZERE PG AN /BT R S, R B LA AT DAER
HIE I PIC/S. HEHLE LA A PIC/S Fi
P b IE S FE , SE R COPAl R A 28 ) FIAS A o
R EAFRRZ, EX PR ES R EER TR
FEPR PR AEVEANE A S0 R T AR )LD B A AT 1)
HIE A G SO R B A ER, B E, GBS
EHUM S AT B P, JEIE PICIS & & {Farik s
GO OGN AT VR 5 B S, K iRk
B [8] B MUK o

IE A IE R F 5 A g LA 4 e
W SCHVEAG . DL VRAN SR, TRARAELE 2. ©
TFRHRE RN, ST RBP4l — MR

R 5 H 47 LG P AR AN A 28 R 1 L K% FR AR )
MR, PIC/IS ZReTay 1 AR AT 1 ZEJL
LA RHEEHIETOR . S 012 T B
A7 Je F AL D3 AT DA 1) 23 SR s HEREHR S AN S R
R, HERERGIE.

TE 2 B PPAl SR A ST P4l AN I VP A A 45
G177 SCPEVEAS 3 B R VPAS iEM L, an S
TN A BEAT T, RS DK B Ak idE
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B T
BRI E> R R §> R A g
M & RS REIFLL IE S i
i SEPIC/SHLSR
] R i
. PIC/StE i 5 01 sl o g
s | < Mg | < iR
5 R FPIC/S PIC/SZ: 14>
et |y | Zngiee Ly | wemin
e Ak

B 2 PIC/S EXHIAIERF
Fig.2 Procedures for Accession to PIC/S

AT PR VAL, anG 5E R B IS A T & PIC/S 2
K, MZSREFHEIA AT IRE . E RBAEZ
A e T 1A APl R R S5 16 A 15 4t

PR VPAik 3 T H I LA S S 58 = I
AL DA 8 22 A = A B kG A s . B3
VA R R ST A1 5 ~ 6 AR B2 B LI 1)
KBRS SRS E E AT P, RV
K2 B 2 B IR B R ERR P . MR
FE RN HIENLE GMP A& 2 7 KBS 1 F1 K Tk
TR, AW IF RS E . RS R
kG A A — T 2 12 /N H R R A PIC/IS ZE A
2, D iEE R EL AL, BEELREE
NI EA R, SOPs. AHICVEEEMSE, 46 2.
304 RME 3 AN GMP K2, Hdsg 2 KW
HEFR LI, 5 R4k & GG A
ARG AR IR, B4, BABmad HE
7 3.
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e 25 5, HiFN &S i PIC/S i
SR AT E A B RS, PIC/S ZE i & ml 5
TR AR R 2 5L H B VPG 4 2 1 o A
SEREAT R ERIEAL . RIS 6 EWIR, ik
I TR RS G . IERHRIE AR, S AL
PR AF SR 0 2N W 2 8 100 it 132 B 50 % B 73 4F
%_%, [8]o
2.4 HFTFERK

Hig L, HiEHEERIERAZE 18 ~H AT LUk
N PICIS Bt , A HARR A& 6 A (E & e ivr Al 8 45
124 H o HNER 2 K #E I\ PICIS (45K E
T BT KRL 3 ~ 5 EAREE LA N PIC/
S (R4), XEZRFNPIC/S VHl & R4,
LTHGERE, TP GMP K74 R E AT
fIFERT K, H PIC/S & bA4xilfis RAEM4ER 5 H
10 AMZE RS 2W EHE VUM G, 4K25
ERXBEAT T 2 IRHEA LI PIC/IS, YEAGLFE
v I ) B 32 B GMP R KGRk 5 PIC/S A%k
. & RRBIARS . BERTATE. FRA
R BSOS EA B 55
3 MWEEMER

PIC/S H AL LA IR 2 DL 7. 58— 1) GMP F5
HEFI R 2R R R AN TE GMP SR FLAS
HAE A, o T EFBRZG 5 GMP R £ AU A
g1, KAbaiE RO BRI SR 2 i A
I S AR AR E PRo@ AT RN, AR B Rk E SR
X S H S . A FIE T PIC/IS ArifEfsE T
GMP 7 MRAS, WIER 2R 5 R nE ok H AR,
L], #ivas. Eib. SEE (HEh ) 81T T
MRAs', JAFT TGA 5EHbF|, EEH. 5%

%3 HA PIC/S IFHE AFE
Tab.3 Typical On-site Audit Schedule of PIC/S

H TN
m1x FHEHLI: XA, R ANUIEIR, AR AR, R, WHEMEEEE . AR 0 WEKRE R
UFES
2. 3RI4R MGEGMPEIEE: PIC/SKI AL (5~6N) 7} BUEI4N NP BET UL 3L GMPRGEE: L5 2 /B dinlk, 15AE LR 2G b
N N

Aeprdiall, 15K 2B AR B 25 S A ol s VAN [ SR 9 S 06 2 R AR 5 A A A R
5K HOEHLE: AR AR R BT (EAIR S P R B i 8 I 18 Gl i i
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x4 BOEZRMA PICIS 234
Tab.4 Some Countries’ Experiences for Accession to PIC/S

® % B FERRAERR B

B npe

[ ZJZ IR G — ks A R HIPICISK Bl 5 4% 50
EORGPICISAGER]; T 2T R A R BATRHAPICISIE Bk S VFANE RS W™ i 2K
ZORGPICISAAER; T2 2T R AR A R APICISK A 5% 5 ¥R aE LRSI 2y

Je; B RRVFHENT B3 IT A BI04

FDA AN 53 SCH LRI HEAR ST R AR R s X 0 B 24 il O FRAS 25 X AT 245 24277 Al %l

WRFIE TGA 5 1
B HSA 3 2
ORpEIE NPCB 3 2
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