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— OAPMACIOTUKAA3

NUMWUTEAR

Ioxainyiicra, OTHPaBbTe MO MOYTe B 0(hHC OLIEHKH HeKesaTebHbIX siBiaeHuil - CPL Global PVG Centre, na ums Pykosoaureas / Head of PVG Centre
Kaguna ®@apmacroruxans Jlumuren / Cadila Pharmaceuticals Limited

CPL Me:xayHapoanblii HeHTp
(dapmakoHaa3opa

«Global Pharmacovigilance Centre»
Tlo anpecy: Corporate Campus | Bhat | Sarkhej Dholka Road Ahmedabad — 382210 | Gujarat, India.

Tenedon -+91-2718-225001-15, daxc: 91-2718-225039
Wi otnpaBbTe Ha 35eKTpoHHYo nouty: pharmacovigilance@cadilapharma.co.in

1. Muummanst umenn 3. Tlog / Sex: 4. Poct / 5. Bec / Weight:

M oTyecTBa / Patient Height:

Initials:

2. Bo3pacr / Age: [0 Myxckoi/ cm/cm kr/kg
Male

WIH AaTa po:xkaeHus [ JKeuckuit/

/ or Date of Birth: Female

i 6. Ctpana nosryuenusi popmsi / Country:

(AO/MMI/TTTT)

7. Tskeern aBJjenus / Seriousness of the event:

[ Cmeptsb / Death [ TIoTpe©oBaIOCh MEAUIIMHCKOE
BMEIIATEIIHCTBO IS
TIPEJOTBPAIICHHS YXYALICHUS
COCTOSIHUSI HJTU TTOBPEKICHUS /
Required intervention to prevent
permanent impairment/damage

) MHBaIMAHOCTH MJIN CTOMKas

HeTpyzaocnocoOHocTs / Disability

[JTTorpeboBanach
TOCIUTAIU3ALMS WIN €€
npoposokerne/ Hospitalization-
initial or prolonged

[ BeisiBUs1aCh BpOXKICHHAS
anomaius / Congenital anomaly

8. JlaTa He:Ke1aTeIbHOr0

[ PeanbHast yrposa sxusuu / Life
threatening

9. laTa coo0uIeHus 0

siBJIeHUs / HeKeJIaTeTbHOM SIBJIeHUH /
Date of Event: Date of this report:

[ A A /Y
(JO/MM/ITIT) (AO/MM/TTIT)

10. Onucanue siBieHus: uian npodaemst / Describe event or problem:

11. Pe3yabTaThl COOTBETCTBYIOUINX 00CJIeI0BAHUN W aHAIN30B (TIpH
HeOOXOIMMOCTH NMPHJIOKUTH K popme/mucbMy / Relevant tests/laboratory
data (attach memo, if required):

12. JlonoanuTtenbHasi MHpOpPMAIusA, BKJIIOYAs paHee HMeIOIHecs
¢axThI 0 COCTOSITHMM NALMEHTA (HANpUMeP, alleprus, 6epeMeHHOCTh,
KypeHHe U ynorpe0jeHHe aJIKOroJis, Ie4YeHOYHAass / mo4yeqyHasi
aucyHkuust M T. 1.) / Other relevant history, including pre-existing medical
conditions (e.g. allergy, pregnancy, smoking and alcohol use, hepatic/renal
dysfunction etc.):

Version: 01 Date: 15 Dec. 2016

13. ToproBoe n

14. Copnepixanue

15. IlpounsBoauTenn™

MEKIYHAPOIHOE JeicTBYI0LIEero /Manufacturer*
HENMATEeHTOBAHHOE BemecTBa* /

HauMeHOBaHus / Strength*

Name /(Brand and Generic)

#1 #1 #1

#2 #2 #2

#3 #3 #3

16. Cytounas no3a

* ungopmanus ¢ yTHKeTKH/BKIagbIma / from product label
17. PerynsipHocTh

18. Cnocod

/ Daily Dose npuema / npuMeHeHus /
Frequency Route Used

#1 #1 #1

#2 #2 #2

#3 #3 #3

JlaTa nauajaa

23. He:kenarejbHoOe SIBJICHHE
NPEKPaTHIIOCH, MOC/Ie OTMEHbI
YKa3aHHOT0/bIX BbILIE
npenapata/oB / Event abated after
discontinuation of suspect medication

JaTa okoHuaHus

JlnuTenbHOCTH

JevyeHust / Jeqyenust / Jeyenus / Duration

Start Date End Date

(AO/MM/TTTIT) (AO/MM/TTTIT)

#1 #1 #1

#2 #2 #2

#3 #3 #3

20. Homep cepun/ 21. Cpok romnoctu /  22. Iloka3zanue K

napTun / Batch Expiry Date HCT0JIb30BAHMI0
npenapata / Indication

#1 #1 #1

#2 #2 #2

#3 #3 #3

24. HesxeaTe/IbHOE SIBJICHHE
CHOBA BO3HHMKJIO MOCJIe
NMOBTOPHOI'0 MPUMEHECHUSA
yKa3aHHoro/bix npenapara/os /
Event reoccurred after reintroduction of
suspect medication

Approved by: Dr. Vipin Sethi

[ dal [JHer/ [1HewssectHo/ [1]la/ [JHer/ []Heu3ssectHo/
Yes No NA Yes No NA
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Wnu oTripaBbTe Ha 3JEKTPOHHYIO [10YTY:

pharmacovigilance@cadilapharma.co.in

25. ConyrcTBywuiasi JeKapcTBeHHasi Tepanmusi (TOproBoe
MEXKAYHAPOAHOC HETIATCHTOBAHHOC HAWMMCHOBAHUE, NO3bI, PETYISIPHOCTH
u crmocod mpuéma) M jaarbl JiedeHusi B ¢opmare JJ/MM/ITTT
(uckmrouast mpenapat/Tel, ykasaHHBI/ble BbImIE) /Concomitant medicinal
products (name, dose, frequency and route used), and therapy dates (dd/mm/yyyy)
(exclude those used for treatment of adverse event):

#1

#2

#3

#4

26. Ucxon HekeaaTeabHOro sisjienus / Outcome of the event

[) CmepTenbHblii / Fatal [ Bezpoposnenue / Recovered

[J HexxenmatenbHOE sasinenne [ HMcxonm Henssecten/ Unknown
mponosmkaercs / Continuing
(B 0 pyroe (ykasats uto) / Other

/ Recovering (specify)

27. imst u Aapec / Name and address:

mporecce  BbI3JOPOBIICHUS

28. Temnedon /Phone: 29. DnexTpoHHAasN 30. ®akec / Fax:

mouta / E-mail:

31. Cnenuaaucr 32. Poa 3ansTuii/CnenuaabHOCTD

3apaBooxpaHenus / Healthcare / Occupation:
Professional:

0 Ja/Yes [J Her/No

33. Tak:ke coobieHne oTHPaBJIeHo /Also reported to:

[1 Perymupyroumm opranam / [l ductpubbrotopy / otaeny

Regulatory Agencies npozax /

Distributor/sales personnel

PEKOMEHIAIIMU I10 3ATIOJTHEHUIO
O®OPMBI 3ASBJIEHUA
ADVICE ABOUT VOLUNTARY REPORTING

HH®OPMALIUA O KOHOUAEHIMAJIBHOCTU /
CONFIDENTIALITY

Jro6as nabopmanus, cBs3aHHAs C MEPCOHATBHBIMU JTAHHBIMHU
nannucHTa, 3asiBUTCIIA 6y,£[eT SABJIATHCA KOH(l)HZ[eHL[HaJ‘ILHOfI. /
Any information related to the identities of the reporter and
patient will be kept confidential.

e Coo0maiite 0 cepbe3HbIX HeXKeJaTeIbHbIX SIBJIEHUSX.
SIBeHNe cuHMTaeTCs Cepbe3HbIM, €CJIN: / Report SERIOUS
adverse events. An event is serious when the patient outcome is:

e Hacrynuia cmepTs naruenra / Death
e Ecrb peanbHas yrposa sku3Hd Uit manuenta / Life-
threatening (real risk of dying)
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e BosHukia  HeEOOXOAMMOCTH B JHOOOM  BHUIE
rocuranuzanun -/ Hospitalization  (initial  or
prolonged)

e [larueHT MHBAMUAM3UPOBAH (BBIPAYKEHHO, MIOCTOSTHHO
win croiiko mo Bpemenu) / Disability (significant,
persistent or permanent)

e BriiBuiach BpOXKACHHAs AaHOMAIusl pPasBUTHA /
Congenital anomaly

o Tpe6yeTc;{ MCIUITMHCKOC BMCIIaTCIbCTBO
IpeaOTBpalllCHU IIOCTOAHHOI'O
cocrosiHus mauuenTa / Required
prevent permanent impairment

1.
YXYILICHUS
intervention to

MC,HI/ILII/IHCKI/IC MOCHCACTBUA TPUMCECHCHUSA r[penapaTa/OB,
KOTOpbIC MOI'YT HE OBITh OIACHBIMH JJId KU3HU HJIM HE
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Wi otnpaBbTe Ha 35eKTpoHHYo nouty: pharmacovigilance@cadilapharma.co.in

NPpUBECTH K CMEPTU WM TOCHUTAIU3AllUH, HO MOIYyT
MIOCTaBUTh IO YIpo3y JKU3HB MAIMEHTA WIH MTOTPeOOBaTh
BMEIIATENILCTBA IJI MPEAOTBPAICHUS OJHOTO U3 APYrHUX
Hncxoaos, NEPCUYUCTICHHBIX BBIIIC, TaKXKeE JOJI’KHBI
pacCMaTpuBATHCA KaK CEPLE3HBIC ABJICHUS. /

Medical events that may not be immediately life-threatening or
result in death or hospitalization, but may jeopardize the patient
or may require intervention to prevent one of the other outcomes
listed above shall also be considered as serious events.

e Coo0maiiTe 0 HeKeJaTEILHOM SIBJICHHH, Aaxe ecau: /
Report even if:

e Bbpl He yBepeHbl, UYTO HEXKEJIATEIbHOE SBJICHHUE
CBSI3aHO C TIPUMCHEHHEM Tpernapata/os /
You’re not certain the product caused adverse experience

e ¥V Bac Her nonHoM nH(OOpMAIIHMH, IPH 3TOM UMEHUTE B
Buay, uro myukter 1, 7, 8, 9, 10, 11, 13 u 27
HEOOXOAUMBI JUIS BBISICHEHUS CYTH SIBJIECHHMS. |
You don’t have all the details although point nos. 1, 7, 8, 9,
10, 11, 13 & 27 are essentially required

KAK MO’KHO COOBIIIUTH
/HOW TO REPORT

e IIpocro 3anonHUTE pa3feisl, OTHOCsIUECS K Bamemy
coobmenuro. /
Just fill in the sections that apply to your report

o HpI/I HeO6XOZ[I/IMOCTI/I MPUIIOKUTEC HOIMOJIHUTCIBHBIC
cTpanuipl /
Attach additional pages if needed

¢ Hcnons3yiite otrmenpHylo ¢(opMy JUId  KaXKIOTO
MarnyenTa u cCoObITHS /
Use a separate form for each patient and event
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KYJIA CJEIYET COOBIIATH
/ WHERE TO REPORT

IMouroii

Kamnna ®apmacerorukains Jlumuren

MexayHapoaHbIi HeHTP (papMaKoHAA30pa
Capxkxemx-/Ixoaxka Poya, bxar, Axmemadan, 382210,
HUnausa.

Teaedon: +91-2718-225001-15

®axkc: 91-2718-225039

Mail to:

Cadila Pharmaceuticals Limited

Global Pharmacovigilance Centre

Corporate Campus, Bhat, Sarkhej-Dholka Road Ahmedabad —
382210, Gujarat, India.

Ph.-+91-2718-225001-15,

Fax: 91-2718-225039

Y

Mo sekTponHoii moure: / Email at:
pharmacovigilance@cadilapharma.co.in

Tesedon / Phone: 91-2718-225001-15
&
Jaexkrponnas moyra / E-mail:

pharmacovigilance@cadilapharma.co.in
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