IlopsAi0OK CMeHBI Jep)KaTeisl peruCcTpPaliOHHOr0 y/I0CTOBepeHUs Ha JieKapCTBeHHbIN npenapar A/isi MeANLMHCKOr0

npuMeHenus B cucreme MJIJIII

HenicTBHe

TeKyiyu Aepxaresib
PerucTpanioOHHOr0 y/A0CTOBEpPeHUus

Byayuu aepxaresib
PerucTpanioOHHOr0 y/A0CTOBEpPeHUus
(xomy nepejaroTCs NpaBa Ha

NPOAYKT)

Perucrpanus npoaykToB B
acconumanuu GS1

Peructpupyet
HOBbIM GTIN B acconuaiu GS1

Peruncrpanus 1eKkapCTBEeHHOr 0
npenapara B M/IJII1

[Tocsie 06HOB/IEHNS 3aMKCH B
ECKJIII u niosiB/ienus

HoBoro DrugCode 110 u3MeHeHHUsIM B
PY (usmenenue nepxatesns PY
(manee — JIPY) peructprvpyeT HOBBIMU
JITT B MJUTIT nmog HoBbIv GTIN

JloroBop Ha yia/1eHHbIU
pocryn k P3O

3akroyaet JOroBop (Ipu yCJIOBUH,
yro y 3toro [IPY He 6b110 paHee
JIoroBOpa)

JloroBop Ha oniaTty KOA0B
MapKHPOBKH

OruiaurBaet paHee,
rpesioCTaB/IeHHbIe KO/bI
MapKHPOBKH, €CJId OHU
Tpe/oCTaB/IeHbl Ha YC/IOBUSAX TIOCT-
OIL/IaThI.

3ak/royaet 0oroBop (Mpu yC/I0BUH,
yTO y 3T0r0 [IPY He OblsI0 paHee
JIOroBOpa)

Otuet 0 HaHeceHuw (10319)

Y cnoBus nmepexogHOro nepuoja:
OMUCCHS KOJOB M0 NPOAYKTY Ha
craporo [IPY 3akpeiBaeTcsd He
ro3zaHee, yeM uepe3 6 MecsLeB mocje
MOMEHTa yTBepxJeHus Hosoro [IPY

Omuccrss KM oTKpbiBaeTcs mocsie
yTBep>KaeHus HoBoro [IPY u
peructpanuu npoaykra B GS1 u
MJIIT. Otripas/isieT OTYeTHI O
HaHeceHuM (10319) OoT UMeHU HOBOTO




B ECKIJIII. OPY c matel yTBep>KeHUsA HOBOT'O
OpPy

[Tpuem mokymentoB 10319
3aKpbIBaeTCsA C MOMEHTa
TMOCTYI/IEHUS [1IepBOro OTyeTa o
HaHeceHUH B cuctemy M/IJIIT
(10319) ot HOBOrO [PY. I1pHn 53TOM
ctapomy IPY pekomeHzayeTcs B
C/lyvae 3aKasa KOZOB I10
Npe/ioI/IaTHOW CXeMe 3arpalivBaTh
KOJIbl, UCXO/I U3 peabHOU
MoTpeOHOCTH Ha MPOAYKT, KOTOPKIM
OyzeT repejiaH HOBOMY BJIaJieJiblly.
Peanu3zanus croka, HeT OrpaHUYeHuHr HeT OrpaHUYeHuHr
NMPOU3BEJEeHHOr0 /10
yrBepxxaeHusa M3 Hosoro /IPY
He3aBHCHUMO OT ero
HAXO0XK/AeHHUSA

The procedure for changing of a Holder of Marketing Authorization for a medicine for medical use in MDLP system



Action

Current MAH

Future MAH (to whom the rights
to the product will be delegated)

Registration of products in
GS1

Registers new GTIN in GS1

Registration of medicine in
MDLP

Once the record in ESKLP has been
updated and new DrugCode appears
upon changes in MA (changes of
marketing authorization holder)
(hereinafter —- MAH), a new medicine
is registered in MDLP for new GTIN

Contract for a remote access to
an emission registrar

Signs contract (provided that this
MAH did not have a contract before)

Contract for marking codes
payment

Paying the marking codes provided
before if the codes were provided
under post-payment conditions.

Signs contract (provided that this
MAH did not have a contact before)

Report on application (10319)

Transition period conditions:

Product code emission for the
previous MAH shall be closed not
later than in 6 months upon the new
MAH approval in ESKLP.

10319 document acceptance shall be
closed upon the first application
report submission to MDLP system
(10319) from the new MAH. At the
same time the previous MAH, in case
of code ordering under advanced

Marking codes emission opens upon
the new MAH approval and product
registration in GS1 and MDLP.
Sends application reports (10319) on
behalf of the new MAH starting from
the date of the new MAH approval




payment basis, is recommended to
request codes based on the actual
demand for the product to be
transferred to the new owner.

Selling stock produced before
the new MAH approval by the
MoH regardless of its location

without limitations

without limitations




