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thnfuwtigh] uyt whwqugbpp, npnig hpuwnwynipiniup b jupbnpnipinibp sh jupnn poyjuwnply
htwnwdgnud:

43. Unwyoht b kpypnpn nuup phpnipniiibph ghypnid @npdwghnwljui jEunpnup unyu
Jungh hwykdws 1-nd hwunmwndws dubkpht hwdwywnwupwt htn hwjwupdwt dwuht
whwquigh yepupbkpju) HEjunpntwht thnunh dhongny wthwwywn swinignid E niquplnid
Unnnowyuhnipjut hwdwjuwphwihtt juquujkpynipnit (hwuykdws 1-p hgynid £), thowqquyhte
yuydwbwgnptpny twpwnbugws ghyptpnid” hwdwyuwunwupiwt vhpwqquyhtt wuydwiwgpny
twpmnbyuws hpujuwunt dwpdhtubphb:

44. Upunnunpuph ubphwjh wnwpdw Juypp hwjnh (huknt nhypnid whwquugbkph
Swinignidp wthwwywn niquplynid k twlb wyn wpunnwnpuipp uinwugnnutphe

45. Eikjunipnuuyhtt thnunh dhongny whwqugbph swinigdwb dky uoynmid
hudwywnwuwb njujubp” hugbpkt b whg kpku (kqnittpny, hisybu twb Ynunwlnuwght
nfjukn b fEnpntwghtt thnunh hwugkubp:

46. Eikjunpnuwjhtt thnunh hunnppugpnipniutpp whwnp Enitkbuwt wthwywn whuquugqp
punpnonn Ytptwghp: dkptiwghpp yhwp L ukpwnh hbnbyjw) ndjujubpp’

1) wmhwqug,

2) phpnipjut mbuwlp (npuly, mtdunwbgnipinil, insd),

3) nuu,

4) wpununpuup (wbjutnidp, thowqquyhtt hwdptnhwiunip wdwbnudp),

5) gnpénnnipnil (hkwn hwjuwpnid/ng htwn hwjupnid/ hbwnwqu puybp),

6) whwuquigh htppwljut hwdwp:

47. zkn hujupdwt dwuhtt whwquightt impynud £ htippuwlwb hwdwp, npp ywhwnp E tkpunh
htwnlyu) ndjuyubkpp.



1) kpYph dwdlughp (wylt tpYph, npintn ppnipimitp hwypntwpbpyb £),
2) puuwljupgnid,

4) whwqugh hkppulwt hwdwp,

5) pnpwlgnipjut hwdwp:

Zunfbpud 1
Qu1l
2EBS 2U4ULUUL UUUDRL UzULQULAP OULNRSNRU
/RAPID ALERT NOTIFICATION

GQuplnp upnid/Important- Lkpljujugut] wtdhpwwy kuw/Deliver immediately

| zhppuljutt hwdwipp/Reference Number

[Ipugut) twdwlp niquplnnh wydjuukppl/[add letter head of sender]

1. M (huyk) Yhg gutiyp, pk dkljhg wdbjh E)/To: (see list attached, if more than one)

2.zkwn hwjwpyws wpnwungpuiiph LII(Ytpguty 3. Ut é/(wupudwutby)/Falsification /
ptpnipjul nuup/Product Recall Class of  opowtiwaljh Fraud (specify)
Defect Uko)/(circle one)

4. Unpwnwunpuupp/Product 5.nh ywhnwjubh gpuigdut hwjuwuwnwgnpp
[hwdwipp/Marketing Authorisation number

Uwpnnu/jkuguuhutph oginugnpsdwb hwdwp (puok) ny
[mthpwdbownp )/For use in humans /animals (Delete as required)

6.Dhpuuyht/wnlnpught 7. Uhowuqquyhtt hwdpunhwunip Yud okubphly
wjwunidp/Brand/Trade name: jumtJwtinidp/INN or generic name:
8. thnudlip/Dosage form 9. Hhnuswthp/Strength

10. Ukphuygh hwdwpp (bwl pupph, tpt |11. Thunwbhnipjut dwudljlnp/Expiry date
wnwppbp E)/Batch number (and bulk, if
different)

12. duptpuynpiu pnqupluwi dip b |13, Upnnungpnipjut wduwphyp/Date manufactured
suithp/Pack size and presentation

14. Fpubgdut hwdwuwnwgph hpuuwwnbpp/Marketing Authorisation holder

15. Upwnnunpnnp/Manufacturer 16. Zkwn hwjupnid hpujutwgunnp (kpk nupptp
Muwnwupiwbiunnt wdp/Contact person  [E)/Recalling firm (if different)
Muwwnwujuwtwinnt wdp/Contact person

ZtEnwifunup/Telephone |hinwunup/Telephone

17. Zkw hwjupdwt hwdwpp (wnljuynipjut nlupnid)/Recall number assigned (if available)

18. Phipnipjut dwipudwutbpp/Zkn hwjupdw yuwndwnp/Details of defect/Reason for recall

19. Puphudwh dwuhtt mbnkimpnitp’ tkpunjw) wpnwhwinudubpp (gunpnh wkuwlp, on.”
hhJwunwtngutp)/Information on distribution including exports (type of customer, e.g. hospitals)

20. Uhuiquiig niqupynnh Ynnuhg dbntupljwé gnpdnnnipjniuibpp/Action taken by issuing Authority

21. Unwowipljynn gnpénnnipiniup/Proposed action

22. Mudhg (whwuqubg ninuplnnn)/ From |23. Nuwwnwuprwbiwnnt wdp/ Contact person




(issuing Authority) IZhnullunu]}/ Telephone

24. Unnpugpnipjniup/ [25. Uduwphyp/ Date 26. dwdp/ Time
Signed

M2

26S 2U4ULUUL PruuUuvUsUUL 4EMULGM3UL SENBUUSINR@3NPL

/FOLLOW-UP INFORMATION

[Ipwugut] twdwlp niquplynnh wyyutkpp]/[add letter head of sender]

L. Mud” (bl Yhg guwtlyp, ek dkhhg wkih E)/To: (see list attached, if more than one)

2. zkn hwjupdwt hwdwpp/Recall Number 3. Uqquyht hippuljwut hwdwpp (wpjuynipjut

Assigned ntupnid)/National reference number (When applicable)

4. Unpwnunpuupp/Product 5. thinh whinwlwb gpuigdwt hwjuwuwnwgph
hwdwpp/Marketing Authorisation number

6.Shpuuyht/Unlnpuyghte 7. Uhowuqquyhtt hwdpunhwunip jud ghutphly

wijwtnidp/Brand/Trade name widwunidp/INN or Generic Name

8. thanudlip/Dosage form 9. Hnuswthp/Strength

10. Ukphwyh hwdwpp (bl puyph, tpk

wnuwppkp E)/Batch number (and bulk, if different)

14. Qpugdwt hwjwuwnwgph hpwyuwinkpp/Marketing Authorisation holder

15. Upnwungponp/Manufacturer 16. Muunwujuwtiwinnt wbdp/Contact Person

17. Mungpn wnwpluyh tjupughpp/Subject title

Puph yEpwptpyu hwunnpnwugpnipiniup jpugut) wjuntn /Add bulk message here

22. Muhg (whwquig niqyuplnnp)/From (issuing 23. Munwupjuwbiwnnt wudp/Contact person
Authority)

24. Uwnnpwgpnipjniup/Signed 25. 26. dudp/Time
Uduwphyp/Date
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