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1. £[E FDA 245 55 0F 2019 &£ 01 A 16 H RAAATIIEF 2. ANDA Submissions — Amendments and
Requests for Final Approval to Tentatively Approved ANDAs ANDA 238 — ZF 5 7 3K B &0 O350 8 B b v 1Y

ANDAs. (FDA, EEEMZAMIEEEHE)

The Food and Drug Administration (FDA or Agency) is announcing the availability of a draft guidance for industry entitled “ANDA Submissions—Amendments and

Requests for Final Approval to Tentatively Approved ANDAs.” This guidance is intended to assist applicants in preparing and submitting amendments to tentatively

approved abbreviated new drug applications (ANDAs), including requests for final approval. This guidance provides recommendations on the timing and content of

amendments to tentatively approved ANDA to facilitate submission in a timely fashion to enable final approval on the earliest lawful approval date.

FHEE MM EEEHR (FDA) BAT TR E R AT AV, 2RO “ANDA 258 - AZHAIE KR QIR E e il ANDAs” .
“ARTETE 5 AE OBl FE NHE S AR AL A HE I 25 RS (ANDAS)IAS B, QOB iR HEMER FRI . 7 N3 R AU 20 e 10238 S TR AT N 4R i,

TR SR AZ AT, DB FAR AT B 4t vk

2. £ [E FDA 5% S5HF 78 401 2019 47 A 10 H & A 17V 45 Fd 52 %€ Harmonizing Compendial Standards With Drug
Application Approval Using the USP Pending Monograph Process Guidance for Industry 1 FH USP 5 € T 18127 Wi 24
HBRE S 25 S HE ATV FE R . (FDA, 2B fr 52 i W B s e

This guidance assists applicants and drug master file (MF) holders in the initiation of either revisions to an existing monograph(s) or development of a new
monograph(s) under the United States Pharmacopeial Convention Pending Monograph Process (USP-PMP) during FDA’s evaluation of a drug master file or drug

product application. This guidance describes the process that allows for the revision of compendial standards that are harmonized with the approved quality and
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labeling requirements for a drug product application.

SRR I HAE AL (MF) FFATAAE FDA Al 254 5 SO el by FRARYITA], MR 36 [ 25 BB 3R 5 € LR/ (USP-PMP) Ja Bl X BILAT 24 it
BRI AN L8, AR T VBT 2 MARHEREF?, i briE S CHEMERI 2 i BRI AR S 2R A — 20

K R v 00 % 7R
1. EU and US reach a milestone in mutual recognition of inspections of medicines manufacturers KX F13E [E 7F % 24 i A=

PR A HAIANA R T — AN R (EMA, BRNZEFLR, 2019-07-12)

With the recognition by the US Food and Drug Administration (FDA) of Slovakia, the European Union and the United States have now fully implemented the mutual

recognition agreement (MRA) for inspections of manufacturing sites for certain human medicines in their respective territories.
WA 55 [ i A 25 P 3R (FDA )Y s AR s BIA T, IR NI 5 [ 300 2 4 T S ELA M (MRAD LUK 7 & [ S P e NI 25 0 26 7 Tt

“We welcome the implementation of this agreement, which means authorities on both sides of the Atlantic will now be able to rely on each other’s inspection results.

This milestone is a testimony to the importance of our strategic partnership with the US. It will support making best use of our inspection capacity, so that patients

can rely on the quality, safety and efficacy of all medicines, no matter where they have been manufactured,” said Guido Rasi, Executive Director of EMA.

ARG X TP S, X R KGR M R I 2 R B BE S AR L A B 5 R . X — AR RIE R 1 JAT S SE [ O B AK o8 R L . BN
SRR A BATHIRE L RE J7, 8 T LUK A 29 B . 2 Ve R, B el e ibdliE. “ EMA $#UT#EF Guido Rasi ¥,

Each year, EU national authorities and the FDA inspect many production sites of medicinal products in the EU, the US and elsewhere in the world, to ensure that

these sites operate in compliance with good manufacturing practice (GMP). Under the MRA, EU and US regulators will now rely on each other’s inspections for
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human medicines in their own territories and hence avoid duplicative work. As a result of the MRA, both the EU and the US will be able to free up resources to

inspect facilities in other countries.

BEAFE, W FE 524 )R AT FDA B R A Wi o S AT T Ho A3t 5 i) VF 22 B2 2477 b A2 Pt , AR ORIZSE2E P AT & A ZE 7 BE (GMP) o RS MRA,
R M5 [ A AT LAL LA R OB e L T A X N 2t AT A A, TS B 58 T . 1T MRA, W 156 B H0RE BE 8 15 L B Pt 25 Hoth [
EXiDTa

The MRA is underpinned by robust evidence on both sides of the Atlantic that the EU and the US have comparable procedures to carry out GMP inspections for
human medicines. Since May 2014, teams from the European Commission, the EU national competent authorities, EMA and the FDA have been auditing and

assessing the respective supervisory systems. With the positive assessment of Slovakia, this process has now concluded for GMP inspectorates covering human

medicines.

MRA £33 1 K PE M R A FIESE SRR, RO SE [ 1A R R PR AR 254347 GMP k. B 2014 4 5 ALK, RREIZR A2, W E 5
TEET. EMA M FDA 131 A — EAEH R AMPPAG % B RIS RS0 BEE X IS AT MBI EAY, X — B3RP Sl s AR 2591 GMP ke B LI .

From now on, a batch testing waiver will also start to apply. This means that the qualified persons in EU pharmaceutical companies will no longer have to carry out

quality controls for products manufactured in and imported from the US when these controls have already been carried out in the US.

MIAETTG, MR R oI E M. XEWE, SRR Qe S EIATI, BREIHIZ5 2 =] B0 BTN F0REAS P 75 20 78 56 [ A2 A [
BE 7 AT BT R A o

The MRA implementation work will continue with a view to expanding the operational scope to veterinary medicines, human vaccines and plasma-derived medicinal

products.

MRA St T AR AR SEREA T, DUPRL 5V B9 R 2085 25, NIRRT AT A2 A R 24577
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Background to the MRA agreement

MRA B 5

In 1998, the EU and the US signed a broad MRA, which included a Pharmaceutical Annex providing for anticipated and limited reliance on each other’s GMP

inspections. However, this Agreement was never fully implemented.

1998 4F, WKEAMSEEZEE 70 V28 MRA i, LA —2gimbirr, BUE 7t GMP R & FFUIAA BRAKA . H52, PR 58 450 .
The EU and the FDA began talks in 2014 which resulted in the revision of the Annex in 2017.

BB AISEE FDA T 2014 SFIHRTRAL, IFT 2017 BT T

1 November 2017 marked the entry into operation of the agreement between the EU and the US to recognise inspections of manufacturing sites for human medicines
conducted in their respective territories. This agreement strengthens reliance upon each other’s inspection expertise and resources. Initially it applied between the
FDA and those EU Member States that the FDA had assessed. This has been gradually extended to all EU Member States. Similarly, the EU assessed its counterpart
in the US, concluding in June 2017 that the FDA has the capability, capacity and procedures in place to carry out GMP inspections for human medicines at a level
equivalent to the EU.

2017 5 11 1 HAREHE WS 5 22 18]35 B R A R0, ABAKTAE R B T N BEAT NI 285 i A2 P S A 2 o 2 B30 o 1 SRR e A 5 Mk SR
MBLIRHIHRIR . Fe#], EIEH T3E FDA MZ FDA PRAhd iR R A 2 18], BLEZMiy e S A W A 01 B [RIRE, MR VP A FLAE G B A R 7
f£2017 5F 6 AR 4RI, KE FDA A RET). B AL X AR 25W3EAT GMP K, HAER SIS .

In the EU, inspections of manufacturing sites are carried out by national competent authorities from EU Member States. EMA plays an important role in coordinating

these activities in collaboration with the Member States in particular for centrally authorised products.

FERREL, 2R 7 e 28 vy I 8 5% R 1 R 2 24 M 2 SR AT o EMIA 855 RS 57 FEL 5 R W R S8 30 5 T A 3 LA A R xR B i
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2. JL[E 2 AR E IS A LA (MHRA) T 2019 4 06 A 03 H %3 7 68 F8 Medicines: reclassify your product %4 :
BRI HI . (MHRA, 2 [E 25 5 AR 5 U A WA

Pharmacy, prescription-only (POM), and general sale list (GSL) medicines: apply to move your medicine to a different classification.
Zidi. AbJ7 25 (POM)FIEIEAY B H 3k 245 ( (GSL): 1&H T2 X 2 BIAF 1532

The legal classification of a pack of medicine determines the level of control over its supply. In part, classification rests on how much health professional input is

needed to diagnose and treat the conditions for which the medicine might be used. Currently, there are three categories that a medicine can be classified within:

— A E I FEUE TR B PR . AERMARE b, SRR T R EHRAZ DL R R ANE ST AT R 2 . HT, 2
YT 73 =2k

Prescription-Only Medicine (POM) - has to be prescribed by a doctor or other authorised health professional and it has to be dispensed from a pharmacy or from

another specifically licensed place;

W72 (POMD - b Zit B A B A 2SR A AR FE b N R TTFAL T, HLABZ N 24 s sl A AR VR VR RT B0 375 70 ¢
Pharmacy (P) - an intermediate level of control, can be bought only from pharmacies and under a pharmacist’s supervision;
Bipith (P - RG], R REME b3 I ST FAE 24550 I ) B T I 3K

General Sales List (GSL) - may be bought from retail stores, such as a newsagent, a supermarket or a vending machine in a shop.
HOEAEE R25Y) (GSL) - FTRLNEERI L, Bl A2 aemg . BT sl f v 1 B 3 & BebL

The underlying principle for classifying medicines is to maximise timely access to effective medicines while minimising the risk of harm from inappropriate use.
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