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Abstract: European Medicines Agency (EMA) issued the "Guideline on the quality of water for pharmaceutical use (Draft)" in
November 2018. This guideline is intended to provide guidance on the pharmaceutical use of different grades of water in the
manufacture of active substances and medicinal products for human and veterinary. This paper describes the quality requirements in
detail for different uses of pharmaceutical water in the guideline and compares them with the relevant domestic requirements. It is
hoped that all parties concerned will pay attention to and think about it to ensure the quality of pharmaceutical water used in China,
thereby ensuring the quality of drugs and protecting the safety of drug users.
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Table1l Water quality requirements for sterile preparations
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Table 2 Water quality requirements for production of active substances (AS)
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Table 3 Water used during production of preparations

but not present in final formulation
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Table 4 Water used for cleaning or rinsing
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Table 5 Water quality requirement in preparations
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Table 6 Comparison on water used during manufacture of AS and preparations
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Table 7 Comparison on water used for cleaning/rinsing
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Table 8 Comparison on purified water inspection items and requirements
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Table 9 Comparison on water for injection inspection items and requirements

Aar Tt H CRR I 25 31 ZER Crp 245 g Bk
PEAR To 08 A To B WU s T R
pH1H — 5~7
TR & gt 0.2x10° <0.000 006%
MV AH R R — <0.000 002%
& AT 10 ppb , fn 5 T il 3 32 AT —
= — <0.00002%
IR <1.1 ps/cm~20 C;<1.3 us/cm.25 C; <2.5 ps/em.  <1.l ps/em.20 C;<<1.3 ps/cm.25 C;<<2.5 us/cm,

70 C;<<2.9 us/cm.95 C 70 C;<<2.9 us/cm.95 C
ISESRIRTS <0.50 mg/L <0.50 mg/L
VR Y] — —
AR — 1 mg/100 mL
HE)E — <0.000 01%
WEEPIBREE 104~/100 mL 104/100 mL
ENHERE <0.251U/mL <0.25 EU/mL




“assaai Drug Evaluation Research 84255581 2019458 . 821 -

TR EL4 C BUT BPIR S T A7 7] BUE H
[ 24 g ) 7270 °C BA ORI 30 7 i B Al b 39 n
T80 C LA LRI 2“4 C VLR RS R AR M
Fiidi A7 07 2o

3 45iE
2017 4 6 H v [ o [ B A 24 it 3R Bl

P2 (ACH) IEA MR 51 . ICH 553 B 2 Pl A i) [ 5%

1) 24 ot Jod L 22 A VR AN RO O BORBETE . i) 25

KA D ) 24547 b ) 3 2 o 22—, o B 24

BREEP KR R BT, 3 E AR 245 1

K J7 H 25K 5 EMA & A7 AE — 5€ 1 22 B, 5] o)

iR 3 A R SR U A w5 T K B 2K,

AR W ) St 3 AT VR R VRS ) R B K B A

BRI 25K, 30 A ) 245 K BRAS: 36 0 R x40 5 B IR

FEHEAT P A5 o BRI — Be 1 S A 48 4R 1 3R

[3] EMEA. CPMP PositionStatement on the Quality of Water
used in the production of Vaccines for parenteral use [EB/
OL]. (2003-10-20) [2019-01-25]. https://www. ema.
europa.eu/documents/scientific-guideline/cpmp-position-
statement-quality-water-used-production-vaccines-
parenteral-use en.pdf.

[4] Ph. Eur.9.0 [S]. Water for injections (0169). 2018: 3929-
3931.

[5] Ph. Eur.9.0 [S]. Water for preparation of extracts (2249).
2018:3932.

[6] Ph. Eur. 9.0 [S]. Substances for pharmaceutical use
(2034).2018: 1-3.

[7] Ph. Eur. 9.0 [S]. Parenteral preparations (0520). 2018:
871-873.

[8] Ph. Eur. 9.0 [S]. Preparations for irrigation (1116).
2018: 880.

[91 EMA. Questions and answers on production of water for
injections by non-distillation methods - reverse osmosis
and biofilms and control strategies EMA / INS / GMP /
443117/2017GMP/GDPInspectors Working Group [EB/
OL]. (2017-08-02) [2019-01-25]. https://www. ema.

(] 1) 245 FH 7K B o B 35K, B, o) 5 1) 245 F K BT &
18T, PG — br i, VAT b, 3 v 24 o
R 253 2 4. A B SCRE SR A L% 5 K
HAEE

S 30
[1] EMA. Guideline on the quality
pharmaceutical use Draft [EB/OL]. (2018-11-15) [2019-

01-25]. https://www.ema.europa.eu/documents/scientific-

of water for

guideline / draft-guideline-quality-water-pharmaceutical-
use_en.pdf.

[2] EMEA. Note for Guidance on Quality of water for
pharmaceutical use [EB/OL]. (2002-05-01) [2019-01-25].
https://www. ema. europa. eu / documents / scientific-
guideline / note-guidance-quality-water-pharmaceutical-

use_en.pdf.

europa. eu / documents / other / questions-answers-
production-water-injections-non-distillation-methods-
reverse-osmosis-biofilms_en-0.pdf.

[10] European commission. Compilation of Community
Procedures on Inspections and Exchange of Information
[EB/OL]. (2008-08-02) [2019-01-25]. https://www. ema.
europa. eu / documents / regulatory-procedural-guideline /
compilation-community-procedures-inspections-
exchange-information_en.pdf.

[11] Ph. Eur. 8.6 [S]. Water, purified (0008). 2018: 3561-3563.

[12] [ 258 [S]. DU 2015: 33

[13] e N RN A ER . 24 5 A = ot 8 B (2010
FEABT) (DA A 5% 79 %5) [EB/OL]. (2011-01-17)
[2019-01-25]. http://www.nmpa.gov.cn/ WS04/CL2174/
300569.html.

[14] EU Guidelines to
Medicinal Products for Human and Veterinary Use [EB/
OL]. (2008-11-25) [2019-02-17]. https://ec. europa. eu /
health/documents/eudralex/vol-4_en.

[15] T EZG 8 [S]. &6, 2015: 579-580.

[16] F[E 25 8 [S]. —#5.2015: 702.

Good Manufacturing Practice





