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Interpretation of the Association Standard of Practice Specification for Manipulation of Drugs

NI Yinghual, YE Junjiel, ZHAO Huaweil’z, MIAO Jingl’z*(].Deparlment of Pharmacy, Children’s Hospital, Zhejiang
University School of Medicine, National Clinical Research Center for Child Health, Hangzhou 310052, China; 2.Research
Center for Clinical Pharmacy, Zhejiang University, Hangzhou 310058, China)

ABSTRACT: The Association Standard of Practice Specification for Manipulation of Drugs was released by Zhejiang Council
for Health Services Promotion in 2023. This standard contains the basic conditions, operating procedures, quality control, storage
and validity management, in particular, it provides a detailed and operable process in various dose division modes, which
provides a working basis for its work. In this paper, the development background of the group standard and the main technical
content of the group standard are interpreted in detail, aiming to provide guidance and reference for the publicity and

implementation of the standard.

KEYWORDS: manipulation of drugs; the association standard; interpretation of standards

1 5274

T RRER ARELEE . 248 AR DhREAS
SRS, I R IRIRE 1 AR [ A4 i 750 % 730 2 A T
G b2 18 B 24 it 4 AR )

e = )L B A AR 19 25— B LR
By G 0 R EF ARSI Z — . ENBLA 3 500 4
FhAk2F 00 2 i, >90% A L3 & B R (1
MR, IRER . H R, mLE L F <60
Pl T Ko B B s LB IS e f o = W i
PEILEE R BE . B 5L R -5 500 I IR 2= 5T
O ATE L XS EET ot JLE L 25 it
IS BENITA 25501 5.6%, ETARZG &b L EEE B
FH (AR TR B T 7] ORI BGRD A 28%.
ERALEE RSO, IR R 1 245
0, JLRHIG RS2 B 2480 /5 2 Xt 2 i AT o3

EBE N e, &, Bidl, &l EE200

miaojing@zju.edu.cn

R E A 22 2023 4F 11 A4 40 4555 22 1

E-mail: chnyh@zju.edu.cn

M PHEd . P EDLBRZY SRl Ew ks, £
B nREEEL, fEARHNHL, FlE
AR L2 A R 2200

LA BEVARDIREZ W =R, X 2IRTT X
BRSOV BUR . I HZERE AL EHA 5K
WIHZG 1B 00, I RAR I BB 09 A= BRAIL B Ay B2 v
15 R DU R 250 i, 2 B K 11 AR [
HF oy — T >60 % B O
ke [ 4 1) 3500 4350 1 1 24 B W o A b B 7 22y,
131 Fh2jlh, FECAODIMEBIR ARG, Hikh
K RGEHZ, FEYRHMEN 12 Fo 5
— TS P R S X AN [ AF I BERERS K 79143571
I HHETST, S55<60 2. 60~80 % FiI>80
B NBEWS B 700 4 70 1 LA R R 7.1%, 24.4%
1 23%,

WAL 2%, «, W, B0 E-mail:
Chin J Mod Appl Pharm, 2023 November, Vol.40 No.22 - 3057 -



T 5 T 2 3 790 26 RIS B 24 2 020 4 51
B TAEMRA . SR, T3 mA
B, RIS, SR=idmikshf, HlZhal ik
PEEAR; R 259G RAF T MERE K, il 25 4l
X I EL 2 I E & AR PR s AR, AT B2
Sy TE B TR I YA T R OR T e HL A
REW . BUA B 245 00 300 O i g Rl o B
RS FIR . HRHESE . 3D FTENRIRD AL A
fift o IR AR . A BR o o JE R
ORI N, K B0 P B T7 B B4 25 4357
LR R R R 0 i (F T ALES o
Ry E, HPPLEafeEgF T oREs i
() TAERCR ANy 0 e v . SR H AP 25 5
3700 2 VR T 9 d5Je = AR R AR 9% R IBOSR S R B Ak
EH, PEARBUGESBEE T = maeEZE 0
SR EHRER 00797 S (BT BAEZ 073
ERE TR E B B LE 2550 7 2 B
IMERIERER) 1, 2022 4 7 1 [EI5 24 B A B
JR e T % 2 25 5 I pR U — [ 245 W 32 PR [2022] 16
5 b B el A R TR R 2 D1 s SRR ST I
PARC R A AL AR E AR VETR RS, S5 BR
RSN, FFEARELT A

25 A R 2 G AN ER L
Yrisge . X GEge . Bk REEFHEZ A, 2H
AREIR T2 5 PR 70 AR R VM 5 5 A PR 24
AR E S . I, iR AR 2450 ) Y
A T Ao 7 ) R OE 1 B R A v B AR
2023 FEWITTAA @R AR S b A it 25 KA T € 245 a3
EERERAE ) PIAARERI AR iR bR ), &
T RN FH 28 9390 o A 08 e o R S8R 0 9 R s o
VERARMZS B, M2 SRR s . B AR
PEFTRRSE, DA I PR S AR I o 4 T 1 4
2 BRMEHSEMERERE

PRUERLE T 25 5 A3 A A E I AR Bk |
PERURR . B A . A7 5RO B N A

B ST T 45 9 BT T UK B A 6 245 43 3 o
SN2 R A AR FEAILAG , 3 FH Il PR R
SR AR B (B ANAE ELIEA 7005700 B 1 245 b ) B 11 Al
R, e ORI BRI AR 435 o 7

PR AEANTE AN B 5355 SO 1) 1 R 92 %
PR EGR BB A R R R0, ASE T IR
W ERITNAY . ARRE B A5 A 24 U
5 BB AN 543 B i AR 1) 11 61 4k 24 5

-3058 -

Chin J Mod Appl Pharm, 2023 November, Vol.40 No.22

3 EAEK
31 AREDK

i AR B E AN R (LT AR “BREART )
VKR VR k= 2y 1 B 5% NI e
LAV F ARG P+ Zoad 24 0 4350 s R AE AT G
BINSZ%, 685 LR, BEH TR a
SRS B ARREIR, A AR Y Bl A T RS
P S IP A, AAF N2 S A AR R TAE

2GS R AT I (DU AR R A )
MAFE VAR ESR . i TR NG St
i R R ARSI S H %, G5 i
BRI TR ERAG A HLA5 AT A 2ok, AL
UG el AL T RE TS Qe 2 S B, AR
25 R ER I T AR,

3.2 IREE R RELR

LIRS  ST 1 245 it 3 ) B AR DX (A E
[y, F&HIES . MRS . VAR l. 41
W FF R . R . B . BRI
PL. LA A MR 45 . RAPLEE 257
S PRAEI BB ST 1) o R R E R R AEPLAS )
FAA R B BAE M AR FR) .

25 i 43 500 e R DX ek K 7 B A 71X 3
NEREA 1 YR AR AN 2 A A s AR AR A FR
JEE R (R T T AT R, B R R LS B LR
bR : UIFEH (90 mm) <10 cfu-M. ™", 0.5h;
T CAE ) (b 55 mm) <50 cfu-fl ',

XA T AR R 2 5 KU 14 24 i i A T 40 71 o
BAERT, BECEAYR M, Ay R MmNt
Tr#ft .

SFE IR EE N 10~30 °C, FHXHEEE N
35%~75%.

3.3 BEMER

HEAT 25 d o A R BRAE T, FRAE N e R 5
AMH BRI XTI R RLE T 30 min, RA
THBEWL (AN75% LR ERAE G T SR i i 55
wH

25 R LB, BRI T
SRR T AR, RS O — kTR AR i O
25 3 AR, DAREUZ M),

LA VAR HPD 2 28 XU 140 24 i A 7057 i
VERF A R 5 R,

e PR FHAN B 435700 12 ) 24 s [ S DL 53¢ o

[ B 2% 2023 48 11 25 40 455 22 1




4 HBIEMIE

Ay T AR AR 2 LT T 350 s AL A 4357 2 R
KI o F T35 53 5 43 70) B AU A 53 35 it
W2 BRUERIVE T 4020390 1 2k 0 FH B4
R THP R RBEAT TR UL, JrHA
MEEE S %
5 RERMN

L NARSE L (INAY EA L A NS
FHXU R, TAENZEARSE X, REEEHLBOE) 7 =
XiF 24 it 030 e A A TS 6 o NS R 4
F AN TG Z ] | V5 YR, A3l N
S, AMudEZy R E B STAa, Hid, A EERLAhERR
ToB R RIS, Ry oR o5 i Bk A
3 HLE R A R e R b, AR [ 25
2020 AERRUOPUFRIE N 0115 FOAWH T AR E R
FOR, TR ERGR . BERERREHNE
YR E, SRIBNAEYIR SR, AR S
WRRM LR, BIEEEER 15% A REZT 24
(%9, A 1 GEHBHHREEER 30%, X T
FEAERFIRI>1 A~ H 435 B, FEe PRl BURE Stk
Tt DR B AG A o ARl I 25 1 2020 AFERRELK
ETCH 25 S UE W R PR AN R . TR A R <
10° cfug™", BHEMBEFHEEE<10" cfu-g™, #ihl
PRSI AR ARG K IR A (1 g)o
6 PDFIERMBAEESHEAEE

SR, FTRBUH, S, A A
DX ¥ B [ 24 S i B B R, AR E N 35%~
T5% 244330 A ARSOU A BE R . 4B 43
A ESR AN Z iR 6 MAEMEZ HYS
2 AR R R B R R R Y 25%, L
R A R o HET s R IR AR A A
H R 2 HR 2 b At el <2 4~ H 5 Bl
B ESR AW FIEZ B2 6 A FlEZ
H 5265 5 ) 40 2% B R 20 H 301 Asf ] Ja] B A9
25%, LI BRI R R o e 4 A AT
T S A AT B R DA R R R AG A T A7 s ]
MR e | A R A e S o e [n) R 40 7)o
o 285 T R A B () Al 25 4 TR )
7 NG

b o SEAN T [ 2 5 ) R R A Y
B, MG R TAET AEREE . . AR
B B PEAS . WL B AE AR, NI R E £
2oy B E R . R PE . B —M . &
4ePE, 2023 4£9 H 28 H, EF PAMEZRG 4.
ERPEAEHR . BRI BBE RO 3 3H

R E A 22 2023 4F 11 A4 40 4555 22 1

IBEA BN & (42 BRI IR 45 0 H AR HIIE (2023 4
Ji2) ) U2, R R R T 8 AL T/ U 24 1 )
SESEIR SRR E , R R R LS
25 B30 7 R 2 S K B BB AR AR 24 43 0
R, AT, BEESREN R, e (SEE
7RSS 10 H o ARG (2023 4EHR) ) B TEHL, B 4210
R e 40 KA BB L BORE, I RS
R P22 470

REFERENCES

[11 XU S H, ZHANG Q, ZHANG L Q, et al. Discussion on the
current status and policy considerations of pediatric medication
in China[J]. Chin J Clin Pharmacol(* [E Ilfq PRZj B~ 24 i),
2020, 36(12): 1760-1767.

[2] JIANG Z H, HONG C T, ZHANG L W, et al. Drug
manipulation for pediatric dosing in China[J]. Chin J Hosp
Pharm( "' [5 BE Bt 2424 447k), 2020, 40(24): 2584-2588.

[31 ZHANG L W, HU Y, PAN P P, et al. Estimated manipulation
of tablets and capsules to meet dose requirements for Chinese
children: A cross-sectional study[J]. Front Pediatr, 2021(9):
747499.

[4] LIU Y X, LIU M, SONG Y Q, et al. Investigation and
countermeasures on the application of oral solid preparation in
inpatients over 60 years old[J]. Eval Anal Drug Use Hosp
China( [ B2 B FHZGPFA 570 H), 2021, 21(4): 493-496.

[S5] MASCARENHAS STARLING F, MEDEIROS-SOUZA P,
FRANCISCO DE CAMARGOS E, et al. Tablet splitting of
psychotropic  drugs for patients with dementia: A
pharmacoepidemiologic study in a Brazilian sample[J]. Clin
Ther, 2015, 37(10): 2332-2338.

6] EM TR ESE. TRl F EE L2 2y 4370 48 5
INERHREE ) 5 00797 T (BEIF PAZE 073 SHRZE[I/OL].
(2022-03-02). http://cpc.people.com.cn/n1/2022/0302/c442046-
32363790.html.

71 HEZERAHGEEEHR. CTEHS - = MeEE R SH I
WL 00797 (B TSR 073 SHREBE M pR(EZ
Wi pR (2022 ] 16 Z[J/OL]. (2022-10-21). https://www.
nmpa.gov.cn/directory/web/nmpa/zwgk/jyta/zhxta/202210211
41823192.html.

[8] T/ZCHSP 004-2023, 24525 EHERAEMTLS]. Wil (e
i 55 Ak 42 #F &, 2023-10-07. https://www.ttbz.org.cn/
StandardManage/Detail/90649/.

[91 National Institute for Occupational Safety & Health. NIOSH
list of antineoplastic and other hazardous drugs in healthcare
settings, 2016[J/OL]. 2016. https://www.cdc.gov/niosh/docs/
2016-161/default.html.

[10] HEzyse. puFEB[S]. 2020: 18-19.

[11] FDA. Expiration dating of unit-dose repackaged solid oral
dosage from drug products[J/OL]. 2020. https://www.fda.gov/
regulatory-information/search-fda-guidance-documents/expirat
ion-dating-unit-dose-repackaged-solid-oral-dosage-form-drug-
products.

[12] ERDAEFEZE, BERPEDR, BREER. (SEEST
Mz % T H % R ¥ 5 (2023 4EJR) ) [S]. (2023-09-28).
http://www.nhc.gov.cn/caiwusi/s7786k/202309/45dd0435bd25
4b1bb98a9¢22836b44a4.shtml.

Wk H 1. 2023-10-10
(RCTH: BRI D)

Chin J Mod Appl Pharm, 2023 November, Vol.40 No.22 - 3059 -



