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KOMY: PI'IlT na IIXB «HanmoHaabHblil IleHTp 3KcHepTH3bl  JIEKAPCTBEHHBIX  CPeICTB H
MeIUIUHCKUX u3eauin» Komutera MenumuuHckoro u ¢gpapmaneBTHYeCKOro KOHTpoass MuHHCTepcTBa
3apaBooxpanenuss Pecnyoauku Kasaxcran, 010000, r. Hyp-cysaran, np. Baybip:kan MoMmbliunyJibl, 2/3,
Tes. +7 (7172) 78-99-11

KacarteabHno: UHpopmanus o 6e30MacHOCTH J1eKapcTBeHHOro npenaparta togpanuTnand (KceabkaHnc)

I'myGoxoyBaxaemsle rocrona!

Kommanust Ildaiizep cBuaerensctByeT Bam cBoe mouTeHHME M COIVIACHO TPeOOBAaHHUSIM JIEHCTBYIOILETO
3aKOHO/IATENIBLCTBA MO (hapMaKOHAI30py TS cTpaH-uwieHoB EBpasuiickoro skonomuueckoro corw3sa (EADC) (EAEU
GVP ot 06.05.2017) Hanpaisiet Bamiemy BHUMaHHIO HHOPMALIUIO 0 O€30MACHOCTH JIEKapCTBEHHOTO Mperapara
To(hauuTHHUO (3aperucTPUPOBaH Ha TeppuTopun p. Kaszaxcran moa ToproBeiM umeHeM KcernbikaHc).

Wudpopmanust Obuia momydeHa ot IlIBeiiliapckoro areHTCTBa MO JIEKApCTBEHHbIM cpenactBam (Swissmedic) u
npeAcTaBiIsieT co0Ol JIOKAJIbHBIM 3ampoc ATEHTCTBa BBIMYCTHTh VH(pOpPMaLMOHHOE MUCBMO AJISi COTPYAHUKOB
cucrembl 3apaBooxpanenusi (DHPC) ¢ nenbro urdopmupoBanus 06 ymaneHud 103bl 10 Mr 2 pasa B JcHb

MMPUMCHHUTECJILHO K ITOKA3aHHUIO peBMaTOHI[HbIﬁ apTpuT.

C yBaxxeHueM,
Tatesaa [Ipoxoposa, k.m.H., EADC VJIO,
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To: The Republican State Enterprise Founded on the Right of Economic Management, National Centre for
Expert Evaluation of Medicinal Products and Medical Equipment, of the Committee for Medical and
Pharmaceutical of the Ministry of Health of the Republic of Kazakhstan, 010000, Nur-Sultan, Ave. Baurjan
Momyshouly, 2/3, Kazakhstan, Tel: +7 (7172) 78-99-11.

Subiject: Safety information for tofacitinib (Xeljanz)

Dear Sir/Madam!

With deep respect to you and in accordance with requirements of current pharmacovigilance legislation in Eurasian
Economic Union (EAEU GVP of 06May2017) we are forwarding you a new safety information for medicinal
product tofacitinib (marketed in Kazakhstan under trade name Xeljanz).

The information was obtained from The Swiss Agency for Therapeutic Products (Swissmedic) and contains agency
local request to issue a Direct Healthcare Professional Communication (DHPC) to inform about the removal of the

10 mg BID dosage for rheumatoid arthritis (RA) patients.

Yours faithfully,
Tatyana Prokhorova, MD, PhD, EAEU QPPV
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