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PP, R BiEd R 2, TSN Bon A TR E . 20, SR E MR ESE 3 AN TA4E H N 52 e ot iR 2
BERAR R G THE A . WEHm RS A SR F A ET”, WAESZH, FE.

4 AR R . Xl AR A A E A R E RIS T AR L R, 1 BRI RGN A RN B B AR A, FERTE AR AL A
e v El KB R NN B D g B AR (o0 s BEEMIATRG, ELITENFMRIE (RET MR RN G IR (B4
K , 4R 14 (RERMETEFNGERREERMAT) . BRUHBEBEPS—H A4 RXUHFTENECE N, 2T BHLEETT, Bk 15 A
BATE— MW . DNMERHRE . XA REEIAEET . EHERERARGELIT N BEmse, siBimsrkl 5 M _EER A RA—20, T2
,

HakEmial: 7 A 22 H—7 A 30 H;

R REETT R AL AR S oty (Huhk: KETT R X PG M 12 5 A=, Higs: 300192, Hif: 87899468, 87895889) .

8. KT & 2019 S REE T =M A A Co A R T TAEWE 70 O R R TAE I SN Rk RIS 42 5

2> (2019-6-18)

—, BEFHHfFH
FISE N LRAE. AMEEZG . B REIRF A RIS B s P 4 Pl AT, DA RERHR St P ML AL R e RHCBOAR S A S R B
=, HREAEER

VA R EALIE I (R T J B 22 50 T A Ve iy ™ M B3I w0 A0 T 0 T RE A 0 v O PRSI Tt 4 DU (S5 7t 40 ) L3 RRT T T A e e R T R
http://fzgg.tj.gov.cn & TUERI A S A AR KR, JT R St TAE. 25 DXOR Bl I 1 BN U T H A TAR, & s ir gl )7 SR 2 S,
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http://fzgg.tj.gov.cn/dtzx/tzgg/201906/t20190619_73774.shtml
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B2 IR ELASZIRIT /2 38

FAZER TR — A (SRR RIERE. Hd W TR OHEFEIER TRy 8 A 30 H, Wy~ beHdoigsubrtmh 12 H 2 H, &
AR E MR R A A TG .

9. MEHEEETATERE 1L (RIFETEHE R /MO EE B IME) 28 3 Sy e 2 W HEEE REmik R
(2019-6-24)

WRAE CRET A A ZE ) GRECK (2019) 17 5O Fl CRETIAEE AR VPP inE GlAT) ) GBI (2019) 3 %) , WiRHLR
T 2019 4 6 A 20 H 1E 30 Bl R 40 8 ATHE F Al P o TAE

T s L R EE TR A AR AN BRI E TAE, JRIRLE CREETRIER g EHINEY - GRERRE (2010) 196 5) . (R
HETH R NP AR S BT R (20100 197 ) o CREETH R /P GE ST GX47) ) CAERRT (2010) 286 ) 3 #BHLYE
PESCAF o REET AR /AR N EAADEIGE TARE I, IR N I RE TR /Ml BN B RO s B 3R 2.

AT TS TTHEN, BtEE R RN E S IMNE) & 3 SV S AFHERE N, SHRBIA. AT BAL AN N R]
PR WA . ARAET PN ISEE R LA

HLFHEAE: tikw@mail.kxjs.tj.gov.en  2.4LE: 58832965

10, THRME R RT3 2019 5 RE TR ZEH AR E R KiEmAHL R (2019-6-25)

—. RAMPRHER T K

2019 4E 5 R R E AR IR 2 A5 KB E3EAR 7 R R4 AR ATUK IR (2019 SE R T BHAR AR BIRZ TAETMY  (FH—) iy Bk
K, B RET RN S B RS (hitp//kjjl.kxjs.ti.gov.cn/) HEATHE A ARHER .

= RGIERAEILR R
2019 4F 8 H 22 H b4+ 11:30, @A 732,
=, KEMEHRE HE
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http://kxjs.tj.gov.cn/xinwen/tzgg/201906/t20190624_144825.html
mailto:tjkw@mail.kxjs.tj.gov.cn
http://kxjs.tj.gov.cn/xinwen/tzgg/201906/t20190624_144842.html
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BT FMIRERLASAIRT (2 #A

ik 2019 4E 8 H 26 H—8 30 H (JH—=4T) . & H 9:00—11: 30, 14: 00—17: 00.
RN RETRFERARE B TR

P R PG X R 52 KM 22 5 A S 408 =

Mu. BARER

(—) 2019 FERAMAARR KRS IATIRA M, FA5F ZRFVEN (2019 RN REABARRK R A HI LRI R HE=D
(=) RETHERBERL. BRI, Bl P ST Evr @ BRIV B, 42 JbruEse 4, 244 T H VP 308 A R S PP AR 220

(=) REEMHAR2 FRKYIR ., BEARARIED R N —5R . R =558 3 NEESR, SR ERHIRIE I SR W B G
PERFABOR BRI, #Far AR (NS ) .

(VU) $244 2019 FFZ REE TR EHOR K B R L ZUE 2019 4 7 26 HATEMREH R &I (RHEAREBIET TR HE B4
H. BREHR

(—) EFEmEH Tk IS 23519253 HEFH: wbtjst@163.com

(2D RGHARLFF  Ems il 23106167

(=) WRERRSECR SR T KB, WHL Hih: 58832962

BERE - AHETE FL
201946 H 28 H
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an"eas

B - FHIRERAEIRT (2 A
EZHE R (2019/6/24~2019/6/28)

HX%

1. R R AT R S 5 B A1 24 b i B A4S 56 ) BORE b it ZEOR XM 75 (2019 SE25 35 5)

NVESE CORTIRR A TEEINH 4 PP A G B AE) (2018 458 79 '5) ZSK, INPUIGR 2T ES LTy s ipaisit, IBHLHE T (R
DTN A ME S AZA I TR AR S ER (222D ) M (IR SR AN HT 2 bt RAZAR I8 I PO PR SR 28R (D ), BT A, FLAI
NEZRA W R E R OAMR (IRKSFHEINE 254 580 B, HIE AN 2478 F R i _E T 42 IR ACE 1 R F) 2D v v [ £ ot 24 A SE W T e 32
52T 2 b e R AR 6 A AR S BORE KR o

A H AR 2 H s
BERN: TEEMSZ S SRR, 20k, 010-53851647 (fk2#24 ) 3 JF i, 010-53851797 (AEMHE) .
I .

2. RTAJHER ICH #5350 (E19: =z PEHu AL ) = W@ %N

ICH 535 (E19: Z2aPEHdmicdemtite) BLHENGE 3B BUERE W . 21 ICH MR ERREK, ICH M HUM R AR AR HE [X 5% 158 2b B Bt
59 SR SR A R E S 45T ICH

E19 HERMFESCAFESOLMAE, Bl 2 ATHIERE WL OB A PIEC ) o« 85 ICH TARAS—, SRR BRI EZERT ICH JE3CJF3C,
B A UAEN, 15T 2019 4 8 /20 H A i - WEAE S i3k ot o
BRAN: (IR R
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http://www.nmpa.gov.cn/WS04/CL2138/338476.html
http://www.cde.org.cn/news.do?method=viewInfoCommon&id=314882
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i 44 :hechl@cde.org.cn; xiesm@cde.org.cn

ICH TAEHA=E
201946 A 26 H

3+ KTA8p 2019 FLCA A A b T AC T 2 HOIE A
AT AL

SLAESR, BT SRR M R R A BRI, S92 1 MR I BUE I 0 S 0 BN 24 T A8 LB P s R, 3% [ e A
WA 2R S  1 2 T B RATOE P (RO PP AT LS 45 T LAV 47 A P 5 2 T

RiE—25 T AR B St ARG AR G B R L [ PN A 24 R ST S AU e 1 i R BRI F T AT, SR [ 24 i B T B b A T EE
JEE A, o R i 24 i [ B A 9 L B A B R I PR 9 T R o [ R TP 2 D E R 2V 22 2T 2019 4 9 1 10 H % 11 HAE REE%$ 7 2019 Lt
FHART A 2. SV EEERFERRAE L LR PAMEE N WAL F A A E S AR AR T 5. 8. FFTidiRE, sttt S0 1l
R SREES i 2 B S FUER VY, et FUEE RGN e 4, St AR AIE 38 76 26 SR BT ek b PR 2R 5 =40t ELsct
FHECHR AIE 48 B ) M R

4. KT 3AHZGA AN FUBORSE T JFUN_E MAESREE W HE A

IR i PR LRI L, D S P T ET, INPREE S AT A T 254 SRR PR AR AE IR R, 25 PR H 2018 SEERE S T 12 A
P E RS R IE W RSB TAE. [N, RS E XA EER (PR TEET R T R) (EZ (2018) 28 ) KIS, 5%
MBS 2. YO IR EE R, AR IR OHAEZRE T ChAMBEEGIT RS S FEN GERE AR )« (hEEdimErs
HERTFLBORTE IR (ERE WA )« (PR BEEEARSR B EN (ERE WA ) GERMAE 1-3) o BLEMATHDRE W, Yot a5 F et
E T AT

A6 1 B = D0, R S I R A S s B vt
fiER & WA BTl 2019 4 9 A 30 H.
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http://www.ccpie.org/cn/gzdt/webinfo/2019/06/1561929590588769.htm
http://www.cde.org.cn/news.do?method=viewInfoCommon&id=314885

Uncreas

B A5 FHIRTE R AR /2 WA
BRA: Wi

Email: zyyxzdyz@cde.org.cn ( “H 2254 2 EN” P& EFRHAHS)

=

O 24 it S SR 24 i o PR e
2019 426 H 28 H

EREZEH (2018/11/01~2019/06/06)
K BR v B 71

1. BKB3 EMA T 2018 4 12 H kAT “RT M2 5L Gk 25 i & 1 1) 25 ” Question & answers on quality of herbal

medicinal products/ traditional herbal medicinal products (EMA, BkiHNzZ54p5E )5

AR BRI 25 5L e 230 AT M OR 5E,  H AT IR B EEC BT 2 Rev.6, FHHHINFZ N, UMW FHEH 25T T
(1) HWYZ5EMEY 7 B (declaration of the active substances) [T H

a. N BHTEY) 25 R HEY 252584 (herbal substances) LK ZEHUY) (native extract) HIZEHULLfH] (genuine drug extract ratio, DERgenuine) AR HU B4 H
HIEE ] o

b. FHUI AL AR AR LS A5 BT E AR, S A T AR T ARG, EAOREAERGE AR R S AR (excipient) o
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https://www.ema.europa.eu/en/questions-answers-quality-herbal-medicinal-productstraditional-herbal-medicinal-products
https://www.ema.europa.eu/en/questions-answers-quality-herbal-medicinal-productstraditional-herbal-medicinal-products
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c. [AIFEMT, X AEHUHTAE I AR S I SR IR, FFHERRIRAAAAE TR 25 2581 (17K 5
(2) HZ R AR AERL I (1 70 H

a. WIRAEMZH (herbal substances) CUHSCEZE R 245 B sl oAt B 75 N AT )24 8t (referred to in Annex | of Directives 2011/83/EC or 2011/82/EC) , Uit
T L B AR AE L AT & 218 (monograph) , WRZAIANB KRB S EENEDH (assay) , HIEH LT ESLHEWZM & 20 R,
WA AR W T 25, 4 g g Ll A ) EbrdE, 2% Gdentity)  4E5 (purity) KAGEM S ENE . WHREHEET
ARG ABEME DL, S4h, MR C(herbal preparations) (5 EARUESR H THEMIZGHF, B4R & 415 B E .

b. 4R AR T RO 24 S Bl U AR 25, (EORBES SREARINITH , RiEE LR @GRS =N E (Pl AEE. B, JEJE
WRETHD o HRE B EE R 2 Bt 1A RO VB ZOR 1T B 28 Bt A RO T W RAR S S BT SR, B AR 75 AR S A SOG4 R AR A )
il 770 o B A A P e B M TR AR B S

c. WIRAR. Afbeh S AN, ofE. Bl RAE. PR TR Ok, Ok USCA MBS, NAESORIIE, IFER
bR AE P B PR g TC A I A & BEE A, SERIPRAETE S5 ICH HIIREE (2ppm)

(3) JLERAHEIH

a. RTILEZFAMES, BARMYZ 5E5GRMZ5AET ICH Q3D S5 EKINZ i Ph.Eur. 5.20 71, (H 2 a0 SRAERRINHLIS ,  6FT 70 2% 249 i 195 4 PR
FEATIN. A5 1ICH Q3D AIRK M 24 8L Ph.Eur. 5.20 FIFILAE o

b. KT ICHERMI, YL 5L G2 RRF & BRI B 2% Cherbal drugs) X T-HFE B GBI REERUE, 1% T 703 2 B B TR
P& GMP TR EFAN, ST 0T2  FRRE S (4 IXURS: DAl 4 iR 0 o

c. Bk, WRIGHHRE N, NIRPERTTOER I IR PP REA , IS PPAl B AL e 23 A8 RS PG 45 2R W SRS CaRBEM 7 b, A2
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BN 75 B4R 28 XU At AR s = d R B AR I H (Flan: 22 as i As ) .
(4) HEWZ5ETEY N KR Cessential oils as active substances)

a. FERCM ] 2 R 8 B K AT A BN 25 ML B R, A S AR KKK IR 5 8 Se i ) (KU e S SR ARV I AT 45 ), ARifEIREE T 2
BRI AR B SR AR A 1 Stk 0 B RS DA TR G T I IS A I A AU 7K 5 e T2 M 7 o o 2 4 K S, 9 1 B AR P B ) o 2
5o, IR RS HEHTES], AR BT E GMP LUE .

|

1;/\

i

b. H Al A3 LA A HEAT R AL T7 A0A5 2T A WO 25 B8 It TRALATAOAIAG ALK Cprimary batches) FIARAE @& RERUTE, (HAWR HHX
HER S HMEBL

2. EDQM annual report 2018 published EDQM 2018 “EE#k 5 &4 (EDQM, Wiz &R e, 2019 4 06 H 06 H)

The latest EDQM Annual Report provides an overview of its accomplishments. In 2018 much was accomplished in the field of setting quality standards for the
manufacture and control of medicines in Europe and beyond.

BRI EDQM £EFEHR f LR T LRt . 2018 £, EDQM 7E W K FLAty M X0 24 fin A 7 R ] o) 5 o S v P 7 T HAS: 17 AR K st

Year-on-year, the Ph. Eur. Commission works to provide Ph. Eur. users with the most up-to-date and relevant information possible. The procedure of
Certification of suitability to the Ph. Eur. monographs again demonstrated its added value for regulatory authorities and the industry and the work-sharing within
the network of European Official Medicines Control Laboratories (OMCLs) allowed members to cover a broad range of products on the market and to address
emerging risks to public health.

S5EFEFRYIMAE, N2 2B T4 PR BUS AT RESCHT AT R IIE 2o X BRI 25 i B i R PE VGRS Y, FRUGIER] 1 O I8 24 /A%
AT, I HLRRI B 5 24535 1 S5 % (OMCLs) I 2% P9 (1 A SE = RENE IR T3 K32 7 i, A R 2 A f 5% T W £ JRU: o
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https://www.edqm.eu/en/news/edqm-annual-report-2018-published
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Throughout 2018, the EDQM has continued to protect public health in Europe by proposing trusted and ethical safety and quality standards for the collection,
preparation, storage, distribution and appropriate use of blood components for blood transfusion and for the transplantation of organs, tissues and cells.

£ 2018 4, EDQM il i 488 ALV R i Mt . s, fffr. DHECME IR SR E ). & PR i 22 e M i br
FRERLRAP I R 22 AR AR R

The work related to enhancing and developing standards in the field of food contact materials was also continued, along with the coordination of market studies
and proficiency testing schemes in the area of quality control for cosmetics.

TR E £ S AT R v T T A ¢ AR IS AE GRS e, (R AN Wb ) Aot S5 B4 ) 3 T 1 T 3 Wt T A BR AL 36 1l

Full detail is available in the EDQM 2018 Annual Report.

HIRVEME ., E20U EDQM 2018 EF k45 .

3. K EMA T 2018 4 11 H kAT “wHlZ5 /K i &7 45 B9 %= % Draft_quideline on the quality of water for

pharmaceutical use. (EMA, FMZ5¥E 3 5)

(1) AFE B S BURKCE T 2002 4F & %2 [ Note for guidance on quality of water for pharmaceutical use (CPMP/QWP/158/01, EMEA/CVMP/115/01) | K
2003 4 & #* 2 [ CPMP Position Statement on the Quality of Water used in the production of Vaccines for parenteral use (EMEA/CPMP/BWP/1571/02
Rev.l)| .

(2) BRPNZG SR AL 265 F K S5 20 0 o b, U357 5 B 7K (Water for Injections, WFI). #fifk /K (Purified Water) 2 $2 B4 £ FH 7K (Water for preparation of
extracts). FHET 2002 4 Jz 2003 FREZNE, ARIGRGEEIN 76 & KB EARGE, FEBR S 4K (Highly purified water) Jii & #r
1

(3) % 2017 F 4 H, VFESFFHKMR @747, R4 [Water for Injections (0169) | L& HIMEIT, Ffoirilid 5 28 R4tk I 3226 7= 15 F K,
BN x5 i%E  (reverse osmosis) % A HAh & MR, HAE M HE AR X E 7 (electro-deionisation) . it i€ (ultrafiltration) B 44 K i €
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https://www.edqm.eu/sites/default/files/medias/fichiers/AboutUs/annual_report_2018.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-quality-water-pharmaceutical-use_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-quality-water-pharmaceutical-use_en.pdf
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BB FIRERASEIREE (2 M
(nanofiltration). &1 5 HIE 18 K2 TROMZG Sk 9.1 f, J3FT 2017 4E 4 A 1 HARk. iR AS IEAERRIN 24 dh i) oy 25 5 26 [ 24 8 & [ AR 24 i B
H—8.

(4) AE ETVFAT B SCAFrp, 22059 U B OB 245 45 s it PR A1) 6 S R P A PR R S5 4, s P K R S5 20 8 25 R8RS i R I3 45 P 3 B A8 K I B o

AR

1. Revised USP Chapter <1226> Verification of Compendial Procedures &7 USP il <1226>: #8717 1A

(European Compliance Academy (ECA) , FRIN-EHUFFTRE, 2019 4F 06 H 05 H)

The revised USP general chapter <1226> VERIFICATION OF COMPENDIAL PROCEDURES has been approved for USP42-NF37, second supplement. The draft
chapter was published for comment in Pharmacopeial Forum PF 44(3) [May-June 2018].

BT JE I USP 3@ “<1226>24 #7740 7 CttHER T USP42-NF37 25 fRth 78, A E RO EZHLiRts PF 44(3) [2018 £ 5 H-6 A1k %

The second supplement to USP 42-NF 37 will be released in June 2019 and will become official on December 1, 2019. According to the draft the revised general
chapter <1226> will introduce changes under "verification requirements” to indicate that the stability of solutions used for testing needs to be evaluated during the
verification of the procedure ("It is the user's responsibility to demonstrate the stability of standard and sample preparations throughout the duration of the
procedure”).

USP 42-NF 37 158 —RRAN7K T 2019 4 6 H kA, T 2019 4F 12 A 1 HIE=UkA . RIFBSUEHESE, #@illl< 1226 ¥ S E“fiilZR Mg,
ULBTE T BN RE T, 75 B F TSR v e e M T Vs (RN RE R, F P S IE AR S AR SR AR E 1)

However, if the verification of the compendial procedure is not successful, it may be concluded that the procedure may not be suitable for use with the article being
tested. It may then be necessary to develop and validate an alternative method as allowed in USP’s General Notices, 6.30 Alternative and Harmonized Methods and
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https://www.gmp-compliance.org/gmp-news/revised-usp-chapter-1226-verification-of-compendial-procedures?utm_source=Newsletter&utm_medium=email&utm_campaign=ECA+GMP+Newsletter+KW24+2019+MEU
https://www.uspnf.com/pharmacopeial-forum
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Procedures. Furthermore, the alternative procedure may be submitted to USP, along with the appropriate data, to support a proposal for inclusion or replacement of
the current compendial procedure.

E, IR TR Ty, WIS AU, 207 REANEH] T IEFER IR M. BRI, RTREA L EARYE USP U 6.30 “ B UM RE T ik 1
" JPRMIGUE S —F 7k, MAh, TR &7 VR [ & A B 3258 USP,  DASCRRFI N B AT 24 3007 2 L

More detailed Information can be found in the USP general chapter <1226> Verification of Compendial Procedures.

SRR 45 S T LAFE USP GBI “<1226> 25 M 75vEN 7 ThikE].

2. WHO plans Inclusion of environmental Aspects in GMP 5 T4 4H 41 RIS 3R 555 11 N A 99\ GMP

(European Compliance Academy (ECA) , FRIN-EHUFFTRE, 2019 4F 05 H 29 H)

The World Health Organization WHO has published a draft document on "Environmental Aspects of GMP: points to consider for manufacturers and inspectors in
the prevention of antimicrobial resistance".

S RAELLURAT T 35T« BT GMP: i3 AR 2N 5378 U LA 3R 241k 05 i 5 225 TR 2 BRSO 2

With this working document the WHO plans to include the topic of waste and wastewater management into their GMP Guidance: it "addresses the current needs for

guidance on how GMPs should be implemented to waste and wastewater management for production of antimicrobials, with a focus on Critically Important
Antimicrobials.”

T Ay SO, S AR ST RN R S AR K ) RN GMP $8ES: B R T M ET A GMPs LR T AR P HTAR 3R IR SR AN R K A
Ffar oK, JtHREREERKPA R (Critically Important Antimicrobials) . 7

This initiative could raise concerns with national competent authorities and within industry. The underlying problem is that most active substances (APIs) are
produced in countries with weak environmental legislation. An appropriate initiative would be advisable. The WHO therefore means well, but is perhaps wrong to
link this to GMP. One will see what the feedback will be from those who have the World Health Organization's permission to do so.

24


https://www.uspnf.com/official-text/proposal-statuscommentary
https://www.gmp-compliance.org/gmp-news/who-plans-inclusion-of-environmental-aspects-in-gmp

Unc"eas

FE i P IRTEREIRIE 72 A

X2 e R E K A BT TRT ML A BT . IRAS R U K ZHUF RS (AP RAERELEMISHIE R A 1. BVCRIUE L 2. 57
PAMALRERIFR, ERIES GMP B FRER T RERHRH . AT LB F IBLEAG B DA LRI N2 )b W

25



