NEPENIK

Jonarok 2

n0 Hakazy MIHICTEpCTBA OXOPOHH 37I0pOB’S
Vkpainn «Ilpo 1nepkaBHy mepepeecTpanito
JMiKapchKUX 3aco0iB Ta BHECEHHA 3MiH J0
peecTpaliiiHuX MarepianiB JIKapchbKUX 3aco0iB,
SKI 3apeecTpoBaHi KOMIETEHTHUMH OpraHaMH
Crnomyuenux Ilrarie Amepuxwu, lIBelnapcekoi
Koudenepamii, SAnonii, Ascrpamii, Kanamm,
€sporneiicekoro Corosy»

Big 30 >xoBTHs 2023 poxy Ne 1865

NIKAPCbKUX 3ACOBIB (MEAUNYHUX IMYHOBIOJIOIN4YHUX NPENAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU

0O PEECTPALIUHNX MATEPIANIB, SIKI BHOCATbCSA OO AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB

YKPAIHU, SIKI BAPEECTPOBAHI KOMMETEHTHUMU OPFAHAMMU CMOJTYYEHUX LUTATIB AMEPUKW,

LUBEMLUAPCbKOI KOH®OEOEPALUIL, ANOHII, ABCTPANII, KAHAOWN, NIKAPCbKUX 3ACOBIB, LLO 3A

LIEHTPANI30OBAHOIO NPOLUEAQYPOIO 3APEECTPOBAHI KOMMNETEHTHUM OPFAHOM EBPOMENCBLKOIO

COIo3y

Ne Ha3zea ®opma eunycKky |3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. AINNIbTPEHO™ | nocbiioH, 0,05 %; no TOB YkpaiHa Bupo6HMLTBO, TECTYBAHHA BUXIQHOT Kanapga/ BHeceHO yTOYHEHHS Woa0 YHKLiN HACTYMHUX 3a UA/18447/01/01
45 r y 1y6i; no 1 Ty6i «BAYLL CUPOBWHW, NaKyBaHHS, MapKyBaHHS1, CnonyyeHi BUPOOHMKiB [13: peuernmom
B KapTOHHIl kopobui XENC» BUMNYCK Cepii Ta AOCHiIKEHHS LWratn - bayw Xenc Komnaric IHk. Ta Bayw Xenc
cTabinbHOCTI: Amepukmn AmepuKac IHK. € TakoX AiNbHULAMU, Ha SKUX

Bayw Xenc Komnanic IHk., KaHaga

AnbTepHaTMBHA [iNbHULS, Ha SKil
NPOBOAATLCA TECTyBaHHSA BUXiAHOI
CVPOBWHM, BUMYCK Cepii Ta AOCMIMKEHHS
cTabinbHOCTi (BUNyCcK cepiii, BUpOBneHux
TiNbKW ANs KNiHIYHUX SOCNIOXEHb):
Bayw Xenc Amepukac IHk., CnonyyeHi
LTatn Amepukn

AnbTepHaTMBHA AiNbHULS, Ha SKi
NPOBOAATLCSA MIKpObionoriyHi
[LOCHiAKEHHS:

Macuaik biollabc, Crnonyyeni WTatn
Amepuikm

LinbHUUS, Ha SKi NpOBOAATLCA
BMNpobyBaHHsA po3Mipy Kpanernb
eMyrnbCii Ta po3Mipy 4acTok:
MapTtukan TekHonoaxu Jlabce,
CnonyyeHi LWWtatn Amepukn

AnbTepHaTUBHI AiNbHULI, Ha KX

NPOBOAUTLCS TECTYBAHHS BUXiAHOI CUPOBUHW.

-SGS Canada (agpeca ainbHuui 6490 Binox Opans

Micicora, OHTapio, KaHapga L5T 1W8,
KaHapa) € Takox anbTepHaTUBHOW AiNbHULE A4S
TECTYBaHHSI HEKOMMEeHAiarnbHNX
[OMOMDKHUX PEYOBUH.

BignosigHo oHoBneHo po3ain 3.2.P.3.1
Manufacturer(s).

[opaBaHHs BOX anbTePHATMBHMX aHANITUYHNX
MeToAIB AN iaeHTudiKaLii 4ONOMDKHOI pe4OBUHY -
PO3YMHHUIA KONareH.

BignosigHo oHoBneHo po3sginu 3.2.P.4.1
Specifications, 3.2.P.4.2 Analytical Procedures,
3.2.P.4.3 Validation of Analytical Procedures.




[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycKy |3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NpoBOAATLCS BUNPOOYBaHHS
OOMOMDKHUX PEYOBUH:
EnemeHT Martipianc TekHonomxu
Kanapa IHk., KaHaga
EcOxiEc Kanaga IHk., KaHaga
EcxiEc Kanapga IHk., KaHaga
Heodapm Jabce IHk., KaHapa
2. BAPITATE®® | kancynu m ski no Bepinre HimeuunH BMPOBHMK, LLIO BiAMNOBIAaE 3a BUMYCK Himeuunna A.7., 1A - Administrative change — Deletion of 3a UA/16651/01/01
100 wr; no 10 p a cepii: manufacturing sites — To delete Nuvisan GmbH, peuenmom
Kancyn M'sikux B IHrenbxa BepiHrep IHrenbxanm ®apma M'vbX i Ko. located Wegenerstr. 13, 89231 Neu-Ulm, Germany,
antomiHieBomy M KI', HimeuunHa as a site responsible for quality control testing of the
GnicTepi, no 6 abo IHTEepHe BMPOGHMLTBO, yNakoBKa Ta KOHTPOIb finish product.
12 GnicTepiB y LWHA sKoCTi kancyn in bulk (Hepo3dacoBaHoi A.7., IA - Administrative change — Deletion of
KapTOHHIN kopobLi m6X npoaykKuii nikapcbkoro 3acoby): manufacturing sites — To delete PharmLog Pharma

KataneHTt HimeuunHa E6epbax M'mbX,
Hime4yunHa
nepsuHHe (briictepun) Ta BTOPUHHE
nakyBaHHsi (KOPOOKku), MapKyBaHHS
(NepBYHHOIO Ta BTOPMHHOTO NaKyBaHHS)
Ta KOHTPOIb SKOCTi NikapcbKoro 3acoby:
Bepinrep IHrenbxanm ®apma M'mbX i Ko.
KI, Himeu4nHa
anbTepHaTuBHa nabopaTopis Ans
NpoBeAeHHS KOHTPOIO SIKOCTi (3a
BUVKIMIOYEHHSIM MikpoGionoriyHoi
YUCTOTH):

A eHp Em WTABTECT Jlabop dyp
AHanituk yHa CtabinitatcnpydyHr
MBX, HimeuunHa
anbTepHaTVBHI nabopaTopii Ans
NpoBeeHHsI KOHTPOIIO SIKOCTi 3a
noka3HUKoOM MikpobionoriyHa uncroTa:
CI'C IHcTutyT ®peseniyc MmbX,
Hime4vunHa
Jlabop J1C CE eHpg Ko. KT, HimeuunHa

Logistik GmbH, located Siemensstra?e 1, 59199
Bonen, Germany, as a site responsible for
secondary packaging of the finish product.

A.7., IA - Administrative change — Deletion of
manufacturing sites — To delete Stegemann

Lohnverpackung & Logistischer Servise e.K., located

Up’'n Nien Esch 14, 48268 Greven, Germany, as a
site responsible for secondary packaging of the
finish product.

B.l.b.2.a., IA - Change in test procedure for AS or
starting material/reagent/intermediate - Minor
changes to an approved test procedure — Minor
changes to the analytical procedure Formaldehyde
Residues by HPLC for the starting material 1-
Methylpiperizine to allow the use of other
concentrations of this reagent in the preparation of
the derivatisation solution.

B.Il.b.3.a., IA - Change in the manufacturing process
of the finished or intermediate product - Minor
change in the manufacturing process - Minor
changes in the description of the manufacturing
process document for the finish product.
B.Il.b.3.a., IA - Change in the manufacturing process
of the finished or intermediate product - Minor
change in the manufacturing process - Minor
changes in the manufacturing process of the finish
product to modify the criticality designation of
finished product impurities and re-classify them as
CQA to improve alignment with state-of-the-art
expectations since the initial approval of Nintedanib
capsules, 100 and 150 mg.

B.ll.c.2.a. Change in test procedure for an excipient -
Minor changes to an approved test procedure -
Minor changes to the analytical procedures for the
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Ethanol denatured, a processing aid used as a
degreasing agent before imprinting and as ink
diluent to update:

» GC method for determination (assay) of ethanol
and aceton;

* GC method for limit testing of methanol;

* Total acid determination.

B.ll.c.2.a. Change in test procedure for an excipient -
Minor changes to an approved test procedure -
Minor changes to the analytical procedure Thin-layer
Chromatography — Assay of L-alpha-Phosphatidyl
Choline for processing aid Phosal 53 MCT, a
processing aid used as an anti-sticking agent.
B.ll.c.2.a. Change in test procedure for an excipient -
Minor changes to an approved test procedure -
Minor changes to the analytical procedure Assay
Glycerol for the excipient for the Iron Oxide Slurries
(Red and Yellow) with Glycerol 85 %, pigments for
the colour used in the capsule shell.

BAPrATE®®

Kancynu m"ski no
150 mr; no 10
Kancyn M'sknx B
anioMiHieBomy
Gnictepi, no 6
GnicTepiB y
KapTOHHI kopobLyi

BepiHre
p
IHrenbxa
M
IHTepHe
LWHA
m6X

HimeyuuH
a

BMPOBHMK, LLIO BiAMNOBIAaE 3a BUMYCK
cepil:

BepiHrep IHrenbxanm ®apma M'vbX i Ko.
KI, HimeuunHa
BMPOGHMLTBO, yNakoBKa Ta KOHTPOIb
sikocTi kancyn in bulk (Hepo3sdgacosaHoi
npoaykKuii nikapcbkoro 3acoby):
KaTtaneHTt HimeuunHa E6epbax M'mbX,
Hime4yunHa
nepsuHHe (briictepu) Ta BTOPUHHE
nakyBaHHs (KOPOOKU), MapKyBaHHS
(NepBYHHOIO Ta BTOPUHHOTO NaKyBaHHS)
Ta KOHTPOSb AKOCTi MikapCbKkoro 3acoby:
Bepinrep IHrenbxanm ®apma M'mbX i Ko.
KI, Himeu4nHa
anbTepHaTMBHa naboparopisa Ans
NpoBeAeHHS KOHTPOIO SIKOCTi (3a
BVKMIOYEHHSIM MiKpOGionoriYHoi
4YUCTOTH):

A eHp Em WTABTECT Jlabop cyp
AHanituk yHa CtabinitatcnpydyHr
m6X, HimewunHa
anbTepHaTVBHI nabopaTopii Ans
npoBefeHHsI KOHTPOIIO SIKOCTi 3a
noka3HUKOM MikpobionoriyHa uncroTa:
CI'C IHcTuTyT ®peseHiyc MmbX,
Hime4vunHa
JNa6op NNC CE eHpa Ko. KI', HimeuunHa

Himevuunna

A.7., IA - Administrative change — Deletion of
manufacturing sites — To delete Nuvisan GmbH,
located Wegenerstr. 13, 89231 Neu-Ulm, Germany,
as a site responsible for quality control testing of the
finish product.

A.7., 1A - Administrative change — Deletion of
manufacturing sites — To delete PharmLog Pharma
Logistik GmbH, located Siemensstra?e 1, 59199
Bonen, Germany, as a site responsible for
secondary packaging of the finish product.
A.7., IA - Administrative change — Deletion of
manufacturing sites — To delete Stegemann
Lohnverpackung & Logistischer Servise e.K., located
Up’n Nien Esch 14, 48268 Greven, Germany, as a
site responsible for secondary packaging of the
finish product.

B.l.b.2.a., IA - Change in test procedure for AS or
starting material/reagent/intermediate - Minor
changes to an approved test procedure — Minor
changes to the analytical procedure Formaldehyde
Residues by HPLC for the starting material 1-
Methylpiperizine to allow the use of other
concentrations of this reagent in the preparation of
the derivatisation solution.

B.Il.b.3.a., IA - Change in the manufacturing process
of the finished or intermediate product - Minor
change in the manufacturing process - Minor
changes in the description of the manufacturing
process document for the finish product.
B.Il.b.3.a., IA - Change in the manufacturing process
of the finished or intermediate product - Minor
change in the manufacturing process - Minor

3a
peuenmom

UA/16651/01/02
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changes in the manufacturing process of the finish
product to modify the criticality designation of
finished product impurities and re-classify them as
CQA to improve alignment with state-of-the-art
expectations since the initial approval of Nintedanib
capsules, 100 and 150 mg.

B.ll.c.2.a. Change in test procedure for an excipient -
Minor changes to an approved test procedure -
Minor changes to the analytical procedures for the
Ethanol denatured, a processing aid used as a
degreasing agent before imprinting and as ink
diluent to update:

* GC method for determination (assay) of ethanol
and aceton;

* GC method for limit testing of methanol;

* Total acid determination.

B.ll.c.2.a. Change in test procedure for an excipient -
Minor changes to an approved test procedure -
Minor changes to the analytical procedure Thin-layer
Chromatography — Assay of L-alpha-Phosphatidyl
Choline for processing aid Phosal 53 MCT, a
processing aid used as an anti-sticking agent.
B.ll.c.2.a. Change in test procedure for an excipient -
Minor changes to an approved test procedure -
Minor changes to the analytical procedure Assay
Glycerol for the excipient for the Iron Oxide Slurries
(Red and Yellow) with Glycerol 85 %, pigments for
the colour used in the capsule shell.

OENCTPIrO

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 100
Mr/300 mr/245 wmr, 30
TabneTok, BKpUTMX
NniBKOBOIO
060mnoHKo Y
nnsawuyi, 1 nnsiwka B
KapTOHHiIl kopobui

Mepk
Wapn i
Hoym
IDEA
m6X

LLiseniLapi
a

NPOMKHUIA NPOAYKT AOPABIPUHY,
BVICYLLIEHWI PO3MUIIEHHAM:
BMPOOHWLTBO/aHaNTM4HE TECTYBaHHS:
XosioH ®apmaCeHcis C.A., MopTyranis;
NPOMKHWUIA NPOAYKT AOPABIPUHY,
BUCYLUEHW PO3NUNEHHSAM:
BMPOOHWLTBO/aHaNTM4HE TECTYBaHHS:
®.1.C. - Pabbpika ITanbaHa CiHTeTivi
C.n.A,, Itanisi; mikpoGionoriyHe
TecTyBaHHs sikocTi: EypodpiHc Biodpapma
MpopakT TecTiHr Ipnangisa Jitg,
Ipnangis;

TeCTyBaHHs cTabinbHOCTI:
OpraHoH ®apma (Benvka bpuTanisi)
Nimiten,

Benvka bpuTaHis;

Mepk Wapn i Joym NJIC, CLUA;
BMPOOHMLTBO (PONMKOBE YLUiNbHEHHS,
3MillyBaHHs/3MaLLyBaHHS rpaHyn
[0paBipyHy Ta namiByAuHy/TeHOdoBIpy
amsonpokcuny ymapary, TUCHEHHS,
NOKPUTTS NIIBKOBOK 0BONOHKOHO),
aHaniTMyHe TeCTYBaHHS MpW BUNYCKY:

Moptyranis/
ITanis/
IpnaHgis/
Benuka
Bpuranis/
CLWA
Hinepnanam
/

Type IA, B.lll.1.a.2 - Submission of a
new/updated or deletion of Ph. Eur. Certificate of
Suitability to the relevant Ph. Eur. Monograph -
Updated certificate from an already approved
manufacturer — To updated the Ph. Eur. Certificate
of suitability for Lamivudine from RO-CEP 2016-045-
Rev 01 to R1-CEP 2016-045-Rev 00

3a
peuenmom

UA/19937/01/01




pO34KHy Ana
iH" ekuin no 1000/750
MO, 1 cpnakoH 3
MOPOLLKOM Y
KoMnnekTi 3 1
¢nakoHOM

ABcTpisi; BUpoGHULTBO, NepBUHHE
nakyBaHHs 113, BTOpMHHE nakyBaHHs
N3 Ta po3YnHHKKa, KOHTPOIb SKOCTI

rna3:
Takena MaHydek4vypiHr ABcTpis Al,
ABcTpisi; KoHtponb sikocTi [T13: Takega

y3aranbHeHVX AaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3ararnbHEHMX AaHNX NMpo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS chapmMakoHarnsay;
KOHTaKTHOI 0cobM 3 chapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs hapmakoHarnagy B YkpaiHi, SKLLO BOHa

5 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycKy |3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MC[ IHTepHewHn Mv6X, Ipnangis;
NepBUHHE Ta BTOPUHHE NaKyBaHHS,
BUMNYCK cepil:
Mepk Wapn i Aoym B.B., Hinepnanan
5. IMYHAT NMOPOLLIOK Ta BakcTep ABcTpis Bunyck cepii 113 Ta po3ynHHuKa: ABcTpisi/ 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI 3a UA/16963/01/01
PO3UYNHHUK AN Al Takepa Manydek4ypiHr ABcTpis AT, HimeyunHa Ta hapmakoHarnsgy. BeegeHHs abo amiHn go peuenmom
po3unHy Ans ABcTpis; BupobHunuTBO, NEpPBUHHE y3aranbHeHVX AaHnx Npo cuctemy dapmakoHarnsgy
iH ekuin no 250/190 nakyBaHHsi ['J13, BTOpUHHE nakyBaHHsI (BBEAEHHSA y3aranbHEHUX AaHUX MPO cUcTemy
MO, 1 dpnakoH 3 N3 Ta po34nHHMKa, KOHTPOIb AKOCTI chapmakoHarnsgy, amiHa ynoBHOBaXeHoi ocobu,
NOPOLLIKOM Y na3: BiANOBIAANbLHOI 3a 3AiNCHEHHS dbapmakoHarnsay;
KOMMAEKTi 3 1 Takena MaHydekuypiHr Asctpia Al KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
dnakoHoM ABcTpis; KoHtponb sikocTi 113: Takega 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
pO34MHHKKa (BoAa MaHrydek4ypiHr Asctpis Al, ABCTpis; BiAMiHHa Bif yNnOBHOBaXeHOi 0cobwu, BiAnoBigansHoOi
ans iH'ekyin) no 5 Bupo6HMLTBO, NepBUHHE NakyBaHHSA Ta 3a 3giicHeHHs1 hapmakoHarnsgy (Bkioyarum
mn Ta Habopowm Ans KOHTPOMb SKOCTi po34mHHMKa: 3irdopia KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
PO3YMHEHHS i XamernbH M'M6X, HimevunHa arna cuctemn apmakoHarnsgy) (3rigHo Hakasy
BBEAEHHS Y Kopobui MOS Big 17.11.2016 Ne 1245) - 3miHa KOHTaKTHOT
ocobu 3asBHMKa, BiAMOBIAANbHOI 3@ 34iNCHEHHS
apmakoHarnsays Ykpaini. [litova pegakuis: BeHrep
Ilogmuna AHatoniiBHa / Venher Liudmyla.
MponoHoBaHna pepakuis: Ypertin Ceprivi IBaHOBUY /
Uretii Sergii. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu yNoBHOBaXKeHOi 0cobW 3asiBHUKA,
BiZNoBiganbHoi 3a dpapMakoHarnag B YKpaiHi.
6. IMYHAT NMOPOLLIOK Ta Bakctep ABcTpis Bunyck cepii 'M13 Ta po3ynHHMKa: AscTpis/ 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI 3a UA/16964/01/01
PO3YMHHUK AN Al Takega MaHydek4ypiHr ABcTpist Al, HimeuunHa Ta cbapmakoHarnsigy. BeegeHHst abo 3miHu oo peuenmom
po34nHy Ans ABcTpis; BupobHMLTBO, NepBUHHE y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
iH ekuin no 500/375 nakyBaHHs 113, BTOpMHHE nakyBaHHs (BBEOEHHS y3aranbHEeHWX AaHWX Npo cucTemy
MO, 1 cpnakoH 3 N3 Ta po34nHHKKa, KOHTPOIb SIKOCTI hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
NOPOLLIKOM Y a3: BiANOBIAANbLHOI 3a 3AiCHEHHs dbapmakoHarnsay;
KOMMMeKTi 3 1 Takepa Manydek4ypiHr ABcTpis AT, KOHTaKTHOI 0cobu 3 dhapmakoHarnagy sasBHvKa Ans
dnakoHOM ABcTpis; KoHTponb sikocTi [M13: Takega 34iicHeHHs dapmakoHarnagy B YKpaiHi, SKLLO BOHa
pO34MHHKKa (BoAa MaHrydek4ypiHr ABcTpis Al, ABCTpis; BiAMiHHa Bif yNOBHOBaXXeHOi 0cobw, BignoBiganbHoOi
Ans iH'ekuin) no 5 BrpobHMLTBO, NepBUHHE NaKyBaHHA Ta 3a 3pincHeHHs hapmakoHarnagy (BKoYaym
Mn Ta Habopom ansi KOHTPOMb SIKOCTi po34mHHUKa: 3ircppig KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
PO3YMHEHHS i XamernbH M'M6X, HimewunHa darna cuctemmn papmakoHarnsgy) (3rigHo Hakasy
BBEJEHHS Y Kopobui MO3 Big 17.11.2016 Ne 1245) - 3miHa KOHTaKTHOI
ocobu 3aaBHMKA, BiANoBiaanbHOI 3a 30iNCHEHHS
dapmakoHarnsays Ykpaini. [litova pegakuis: BeHrep
Ilrogmuna AnatoniiBHa / Venher Liudmyla.
MponoHoBaHa pepakuis: YpeTint Cepriii IBaHOBUY /
Uretii Sergii. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu yNoBHOBaXEHO| 0COOU 3asiBHYMKA,
BignosiganeHoi 3a dpapMakoHarnag B YKpaiHi.
7. IMYHAT NMOPOLLIOK Ta Bakctep ABcTpis Bunyck cepii 113 Ta po3ynHHuKa: AscTpis/ 3miHu | TUNy - 3MiHK Wwopo 6esnekn/edekTUBHOCTI 3a UA/16964/01/02
PO3YUNHHUK AN Al Takepa Manydek4ypiHr ABcTpis AT, HimeyumHa Ta cbapmakoHarnsany. BeegerHst abo 3miHn oo peuernmom




[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycKy |3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
pO34nHHKKa (BOAA MaHryek4ypiHr AscTpis Al, ABCTpis; BiAMiHHa Bifl yNOBHOBaXeHOi ocobu, BianoeigansHoi
ans iH'ekyin) no 10 BupobHMLTBO, NepBMHHE NakyBaHHS Ta 3a 34iicHeHHs cbapmakoHarnsgy (BKoYarym
mn Ta Habopom Ans KOHTPOMb SKOCTi po3vmHHUKa: 3irdppia KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi MacTep-
PO3YMHEHHS i XamenbH MmbX, HimewunHa anna cuctemmn apmakoHarnsgy) (3rigHo Hakasy
BBEAEHHS Y Kopobui MOS Big 17.11.2016 Ne 1245) - 3miHa KOHTaKTHOT
ocobu 3asiBHMKA, BignoBiganbHoi 3a 34iNCHEHHS
apmakoHarnsaye Ykpaini. [litova pegakuis: Benrep
Tlogmuna AHatoniiBHa / Venher Liudmyla.
MponoHoBaHa peaakuis: YperTin Ceprint IBaHOBWY /
Uretii Sergii. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOi 0CObU 3asiBHIIKA,
BiANOBIganbHOI 3a hapmakoHarnag B YkpaiHi.
8. KAPBEOWUNO | Tabnetku no 12,5 TOB YkpaiHa BUPOBHMUTBO Hepo3dacoBaHol HimevuunHa A.7, |A- Deletion of drug substance manufacturer 3a UA/17223/01/01
1 CAHOO3® mr, no 10 TabneTtok "CaHpos npoaykuii, NepBUHHE Ta BTOPUHHE Arevipharma. Deletion of Arevipharma GmbH, peuenmom
y bnicTepi, no 3 YkpaiHa" nakyBaHHS, TECTYBaHHS, [O3BIN Ha Meissner Strasse 35 01445 Radebeul, Germany as

Gnictepu B
KapTOHHIN nayui

Bunyck cepii: Cantotac ®apma M6X,
HimeyurHa; nepBrHHE Ta BTOPUHHE
nakyBaHHsi: Knoke ®epnekyHrc-Cepsic,
HimeuunHa

a site responsible for manufacturing of the active
substance. This AIM is no longer used at the drug
product manufacturing site.

B.l.a.1f), IA- Replacement or addition of a site
where batch control/ testing takes place. Analytical
procedure for detection of 4-(2,3-epoxypropoxy)
carbazole (impurity 11) has been developed at API
manufacturer Moeh Iberica SL. However, alternative
API sources also have to be controlled for their
respective level of aforementioned impurity.
Accordingly, the applicant applies for the
registrations of Pharmanalytica SA, Via Balestra,
6,600 Locarno, Switzerland as an additional testing
site. Analytical method transfer was successfully
performed between giving and receiving site.
B.1l. d.2, IA - The MAH would like to update the test
method for subdivision of tablets inOline with the
current Ph.Eur. monograph.

B.1l.d.2 d), IB- Change in test procedure (purity and
identity). The applicant to introduce a new HPLC-
method for purity and identity testing. This method
will replace the old method.

B.l.b.1 c), IB- Addition of a new specification
parameter with its corresponding test method.
B.Il. d.1 c), IB- Introduction of impurity 10 to the
specification.

B.11.f.1d), IB- Introduction of a change in storage
condition of the finished product to "Do not store
above 25°C" for product packaged in blister pack.




[TponoBkeHHs goaaTKa 2

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma sunycky
(mikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

KAPBEOUNO
J1 CAHOO3®

Tabnetku no 25 wr,
no 10 Tabnetok y
Gnictepi, no 3
Gnictepn B
KapTOHHIN nayui

TOB
"CaHpos
YkpaiHa"

YkpaiHa

BUPOBHMUTBO Hepo3dacoBaHol
npoaykuii, NepBUHHE Ta BTOPUHHE
nakyBaHHsi, TECTYBaHHS, [O3BIN Ha

Bunyck cepii: Cantotac ®apma MmbX,
HimeyumHa; nepBrHHE Ta BTOPUHHE
nakyBaHHsi: Knoke ®epnekyHrc-Cepsic,
HimeuunHa

HimevuunHa

A.7, |A- Deletion of drug substance manufacturer
Arevipharma. Deletion of Arevipharma GmbH,
Meissner Strasse 35 01445 Radebeul, Germany as
a site responsible for manufacturing of the active
substance. This AIM is no longer used at the drug
product manufacturing site.

B.l.a.1f), IA- Replacement or addition of a site
where batch control/ testing takes place. Analytical
procedure for detection of 4-(2,3-epoxypropoxy)
carbazole (impurity 11) has been developed at API
manufacturer Moeh Iberica SL. However, alternative
API sources also have to be controlled for their
respective level of aforementioned impurity.
Accordingly, the applicant applies for the
registrations of Pharmanalytica SA, Via Balestra,
6,600 Locarno, Switzerland as an additional testing
site. Analytical method transfer was successfully
performed between giving and receiving site.
B.Il. d.2, IA - The MAH would like to update the test
method for subdivision of tablets inOline with the
current Ph.Eur. monograph.

B.1l.d.2 d), IB- Change in test procedure (purity and
identity). The applicant to introduce a new HPLC-
method for purity and identity testing. This method
will replace the old method.

B.l.b.1 c), IB- Addition of a new specification
parameter with its corresponding test method.
B.Il. d.1 c), IB- Introduction of impurity 10 to the
specification.

B.II.f.1d), IB- Introduction of a change in storage
condition of the finished product to "Do not store
above 25°C" for product packaged in blister pack.

3a
peuernmom

UA/17223/01/02

10.

MUTUKAIL

Kancynu m'ski, no 25
M, Nno 4 kancynu y
GnicTepi, no 7
GnicTepiB y
KapTOHHII nayi; no
2 abo no 4 KapTOHHI
naydku y kopoobui

HosapTi
c
Ogepci3
IHBECTM
eHTCc Al

Lsewuapi
a

BUPOOHMLITBO, KOHTPOMb SKOCTi OKPIM
TecTy "BM3Ha4YeHHs ymcna
MiKpOOpraHiamis":

KataneHt HimeuunHa E6epbax MvbX,
HimeyurHa; nepBrHHE Ta BTOPUHHE
nakyBaHHs:

KataneHTt HimeuuunHa LWopHaopd MbX,
HimeyuunHa;

KOHTPOrb AKOCTi TecTy "BusHayeHHs
ymucna MikpoopraHiamis":
JTabop NIC CE enpg Ko. KI', HimeuyuunHa;
BUNYCK Cepin:

HoapTic ®apma Mv6X, HimeuuunHa;
KOHTPOMb SIKOCTi OKpPiM TeCTy
"Bu3HayvyeHHs Yncna MikpoopraHiamis":

HimevuunHa/
LLiBenuapis

C.1.4.ll - Change (s) in the SPC, Labelling or PL
due to new quality, preclinical, clinical or
pharmacovigilance data - Update of section 4.8 of
the SmPC in order to add «Acute febrile neutrophilic
dermatosis» to the list of adverse drug reactions
(ADRs) with frequency not known based on pre-
clinical data, clinical trial datasets, scientific literature
and safety databases. The Package Leaflet is
update accordingly. The MAH took occasion to also
include some editorial/formatting changes in the
Product information. The MAH has also taken the
occasion toalign the annex A to the correct
expression of pack size as included in the registered
system (Siamed). 3MiHM BHECEHO B iHCTPYKLO AN
MeAMYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby Ao

3a
peuernmom

UA/18988/01/01




[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycKy |3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
®apmananituka CA, LLsenuapis po3giny «Mo6ivHi peakuii» Wwoao nobivHoi peakuii
[FocTpuin ebpunbHUiA HEUTPOMINbHUIA LepmaTos 3
4aCTOTOK «HEBIAOMO». BBEAEHHS 3MiH NpOTArom 6-
TV MICALIB Nicns 3aTBEPAKEHHS.
11. | HIKOPETTE® | cnipeii gnsi poToBOi MakHin LLseuis BMPOGHMLTBO rOTOBOIO NPOAYKTY LLBeuis 3minu | Ta Il Tny, 3minm | TUNy: 3MiHK 3 SKOCTiI. be3 UA/18446/01/01
®PYKTOBO- MOPOXHUHN, AB, (BKHOYAOYM KOMMNEKTALLi0, KOHTPOIb [oToBWI Nikapcbkuii 3aci6. Cuctema peuenma
M'ATHUN nosoBaHumn, 1 LLBeuis SIKOCTI, BUNyck cepii): MakHin AB, KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
Mr/no3a; LLseuis napameTpiB crneuudikalin Ta/abo onycTUMmUX Mex
no 150 pos cnpeto y NepBUHHOI YNaKOBKM FOTOBOIO NiKapCbKOro 3acoby
MET- donakoHi (iHwi 3miHn) 3MiHn BHeceHi Ao posainy 3.2.P.7.
€eMHicTio 15 mn. Mopyns 3 peecTpauinHOro 4OCbE Ta CTOCYOTbCSA
MET- donakoH 3 He3Ha4HMX 3MiH y po3mipax nakoHy.
MeXaHi4YHUM
pPO3NMMOBaYeEM i
3aXUCHUM KnanaHoMm
NOMILLYIOTb Y
nNnacTUKoBUn
dyTnap i3
noninponineHy. Mo 1
abo 2 nnacTukoBmx
yTnsipn y
NnacTUKoBOMY
KOHTYpHOMY
KOHTEWHepI i3
KapTOHHOK OCHOBOM
12. | PIKCYBIC NMOpOLLIOK Ta Bakcant ABCTpis MapKyBaHHs1, BTOPMHHE NaKyBaHHsi Ta Benebrisi/ 3minm Tuny, B.ll.e.7.a.lA 3a UA/16879/01/01
PO3YMHHUK ANs a Bunyck cepii M3 Ta po3umHHUKa: CLUA/ To change the name of the supplier of the primary  |peyenmom
po34nHy Ans IHHOBEW BakcanTa Bengxiym MaHnydekTypiHr AscTpis/ packaging component ‘glass vial' from
iH ekuin, no 250 MO, LUH3 CA, Benbrist HimeuunHa ISOGesellschaft
1 cpnakoH 3 m6X BMPOGHULTBO, KOHTPOIb SIKOCTi Ta fur Arzneiverpackungen to Remy & Geiser GmbH.
MOPOLLIKOM Y nepBuHHe nakyBaHHs [T13: Additionally the marketing authorisation holder took
KoMnnekTi 3 1 BakcanTta KOC IHk., CLLA the opportunity to introduce a minor editorial
dnakoHoMm 3 YacTKOBUIA KOHTpOrb skocTi MN3: update in section 3.2.P.7 to change in tolerance of

PO34YMHHMKOM (BOAA
ans iH'ekyin) no 5
mn Tano 1
NPUCTOCYBaHHIO A11s
pO3BEAEHHS
BAKCOXKEKT Il'y
KopobLi

Takepa Manydek4ypiHr ABcTpis AT,
ABCTpis
YacTKOBUI KOHTpOrb sikocTi MN3:
Takepa Manydek4ypiHr ABcTpis Al,
ABCTpis
KoHTpornb sikocTi N3 ("MexaHiuHi
BKITIOYEHHS"):

Odpi TexHONomKM eHp, IHHOBENLLIOH
'm6X, ABCTpis
BMPOGHMLITBO, KOHTPOIb SIKOCTi Ta
NepBUHHE MaKyBaHHS PO3YMHHUMKA:
3irdpia XamensH Mv6X, HimeuunHa
cTepunisauis npobok i milkiB aAnsa
nepeHeceHHst:

Bect ®apmachbtoTikan Cepsices, IHK.,

dimension "total length" of tubular glass vials.




[TponoBkeHHs goaaTKa 2

Ne Hazea ®opma sunycKy |3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
CLLA
13. | PIKCYBIC NMOPOLLIOK Ta Bakcant ABcTpis MapKyBaHHS, BTOPMHHE NaKyBaHHs Ta Benbrisi/ 3miHn Tuny, B.ll.e.7.a.l1A 3a UA/16879/01/02
PO3UYNHHUK AN a Bunyck cepii 13 Ta po3ymHHUKa: CLUA/ To change the name of the supplier of the primary  |peuyenmom
po3unHy Ans IHHOBEN Bakcanta Bengxiym MaHnydekTypiHr AscTpis/ packaging component ‘glass vial' from
iH"ekuin, no 500 MO, LUH3 CA, Benbris Himeyuunna 1SOGesellschaft
1 dprnakoH 3 mM6X BMPOBHMLTBO, KOHTPOMb SKOCTi Ta fur Arzneiverpackungen to Remy & Geiser GmbH.
NOPOLLIKOM Y nepBuHHe nakyBaHHs [T13: Additionally the marketing authorisation holder took
KOMnnekTi 3 1 BakcanTta HOC IHk., CLLA the opportunity to introduce a minor editorial
cdnakoHoM 3 YaCTKOBWUIA KOHTPOrb sikocTi [13: update in section 3.2.P.7 to change in tolerance of
PO34YMHHUKOM (BOAA Takena MaHydek4ypiHr ABcTpis Al, dimension "total length" of tubular glass vials.
ans iH'ekuin) no 5 ABCTpis
Mn Tano 1 4aCTKOBWUIA KOHTPOIb sikocTi [13:
NPUCTOCYBaHHIO A11A Takepa Manydek4ypiHr AscTpis AT,
pPO3BEAEHHSA ABCTpis
BAKCIDKEKT Il 'y KOHTpornb sikocTi 113 ("MexaHiyHi
Kopoo6uLi BKITIOYEHHS"):
Odbi TexHoNomkmn eHa, IHHoBEeNLWIoH
'MB6X, ABCTpis
BMPOBHMLITBO, KOHTPOSb SIKOCTi Ta
NnepBUHHE NaKyBaHHS PO3YMHHUKA:
3irdpig XamenbH MM6X, HimeuunHa
cTepunisauis npobok i miLkiB ans
nepeHeceHHs:
Bect ®apmacbtoTikan Cepgices, IHk.,
CLLA
14. | PIKCYBIC NOpOLLIOK Ta Bakcant ABcTpis MapKyBaHHs1, BTOPMHHE NaKyBaHHs Ta Benebrisi/ 3minm Tuny, B.ll.e.7.a.lA 3a UA/16879/01/03
PO3YMHHUK ANS a Bunyck cepii 13 Ta po3ymHHUKa: CLUA/ To change the name of the supplier of the primary  |peyenmom
po34nHy Ans IHHOBEW BakcanTa Bengxiym MaHnydekTypiHr AscTpis/ packaging component ‘glass vial' from
iH"ekuin, no 1000 LUH3 CA, Benbria Himeyuunna 1SOGesellschaft
MO, 1 dpnakoH 3 m6X BMPOGHMLITBO, KOHTPOSb SIKOCTi Ta fur Arzneiverpackungen to Remy & Geiser GmbH.

NOPOLLIKOM Y
KOMMAEKTi 3 1
dnakoHom 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) no 5
MnTano 1
NPUCTOCYBaHHIO A1s
po3BefeHHs
BAKCOXKEKT Il'y
KopobLi

nepBuHHe nakyBaHHs [T13:
Bakcanta FOC IHk., CLUA
YaCTKOBUI KOHTpOrb AkocTi MM3:
Takepa Manydek4ypiHr ABcTpis AT,
ABcTpis
YacTKOBUI KOHTpOrb sikocTi MN3:
Takepa Manydek4ypiHr ABcTpis Al,
ABcTpis
KoHTpornb sikocTi N3 ("MexaHiuHi
BKITIOYEHHS"):

Odpi TexHONOAXM eHA |IHHOBEWLLIOH
'm6X, ABCTpis
BMPOGHMLITBO, KOHTPOIb SIKOCTi Ta
NepBUHHE MaKyBaHHS PO34YMHHMKA:
3irdpia XamensH Mv6X, HimewunHa
cTepunisauis npobok i miLkiB gns
nepeHeceHHs:

Bect ®apmacbtoTikan Cepgices, IHk.,
CLLA

Additionally the marketing authorisation holder took
the opportunity to introduce a minor editorial
update in section 3.2.P.7 to change in tolerance of
dimension "total length" of tubular glass vials.
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[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycKy |3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
15. | PIKCYBIC NMOPOLLIOK Ta Bakcant ABcTpis MapKyBaHHs, BTOPUHHE NakyBaHHA Ta Benebrisa/ 3minn Tuny, B.ll.e.7.a.lA 3a UA/16879/01/04
PO3YMHHUK NS a Bunyck cepii IM13 Ta po3ymHHMKa: CLIA/ To change the name of the supplier of the primary  |peuenmom
po34nHy Ans IHHOBEN Bakcanta Bengxiym ManydekTypiHr AscTpis/ packaging component ‘glass vial' from
iH ekuin, no 2000 LUH3 CA, Benbris Himevuunna 1SOGesellschaft
MO, 1 cpnakoH 3 m6X BUPOBHMUTBO, KOHTPOJIb SIKOCTi Ta fur Arzneiverpackungen to Remy & Geiser GmbH.
NOPOLLIKOM Y nepBuHHe nakyBaHHs [T13: Additionally the marketing authorisation holder took
KOMMNeKTi 3 1 BakcanTa FOC IHk., CLLUA the opportunity to introduce a minor editorial
cdnakoHoM 3 YaCTKOBWUIA KOHTPOrb skocTi 13: update in section 3.2.P.7 to change in tolerance of
PO34YMHHUKOM (BOAA Takeaa MaHygek4vypiHr ABcTpis Al, dimension "total length" of tubular glass vials.
ans iH'ekuin) no 5 ABcTpis
Mn Tano 1 YaCTKOBWUIA KOHTPOrb sikocTi [13:
NPUCTOCYBaHHIO ANg Takena MaHydekuypiHr AscTpia Al
po3BeeHHs ABCTpis
BAKCIDKEKT Il 'y KOHTpornb sikocTi 113 ("MexaHiyHi
KopobuUi BKIIOYEHHA"):
Odi TexHONomKM eHa, IHHOBENLLIOH
'M6X, ABCTpis
BMPOOHMLITBO, KOHTPOMb SKOCTi Ta
NepBUHHE MaKyBaHHS PO3YMHHMKA:
3ircpig XamenbH MMG6X, HimeyunHa
cTepwunisauis npobok i mMiLkiB gns
nepeHeceHHst:
Bect dapmachbtoTikan Cepsices, IHK.,
CLLA
16. | PIKCYBIC NMOPOLLIOK Ta Bakcant ABcTpis MapKyBaHHS, BTOPUHHE NaKyBaHHA Ta Benbria/ 3minm Tuny, B.ll.e.7.a.lA 3a UA/16879/01/05
PO3YMHHUK ANs a Bunyck cepii M3 Ta po3umHHUKa: CLUA/ To change the name of the supplier of the primary |peyenmom
pOo34nHy Ans IHHOBEN BakcanTa Bengxiym MaHnydekTypiHr AscTpis/ packaging component ‘glass vial' from
iH"ekuin, no 3000 LLH3 CA, Benbris Himeyuunna 1SOGesellschaft
MO, 1 cpnakoH 3 m6X BMPOGHULTBO, KOHTPOSb SIKOCTi Ta fur Arzneiverpackungen to Remy & Geiser GmbH.
MOPOLLIKOM Y nepBuHHe nakyBaHHs [T13: Additionally the marketing authorisation holder took
KoMnnekTi 3 1 BakcanTta HOC IHk., CLLA the opportunity to introduce a minor editorial
dnakoHoMm 3 YacTKOBUIA KOHTpOrb skocTi MN3: update in section 3.2.P.7 to change in tolerance of
PO34MHHMKOM (BOAA Takepga MaHnydek4ypiHr ABcTpis AT, dimension "total length" of tubular glass vials.
ans iH'ekyin) no 5 ABcTpis
mn Tano 1 YacTKOBUIA KOHTpOrb skocTi MN3:
NPUCTOCYBaHHIO A4S Takega MaHydek4ypiHr ABcTpist Al,
po3BeeHHs ABCTpis
BAKCOXKEKT Il'y KoHTpornb sikocTi N3 ("MexaHiuHi
KopoOGLi BKITHOMEHHA"):
Odpi TexHONOm KM eHp, IHHOBEWLLIOH
'm6X, ABCTpis
BMPOOHMLITBO, KOHTPOMb SKOCTi Ta
NepBUHHE MaKyBaHHS PO3YMHHIMKA:
3irdppia XamensH Mv6X, HimeuunHa
cTepunisauis npobok i MiLukiB Ans
nepeHeceHHst:
Bect ®apmacbtoTikan Cepgices, IHk.,
CLLA
17. | PIKCYBIC NMOPOLLIOK Ta Bakcant ABcTpis MapKyBaHHS, BTOPUHHE NakyBaHHA Ta Benbria/ B.II.f.1.z)IB. To remove the test results for Aluminium 3a UA/16879/01/02
PO3YMHHUK AN a Bunyck cepii M3 Ta po3umHHUKa: CLA/ in sections 3.2.P.8 and 3.2.P.5.4 and to list the peuenmom
PO34MHy A4S IHHOBEN Bakcanta bengxiym MaHydekTypiHr ABcTpisi/ stability parameters in section 3.2.P.8.2 for the
iH ekuin, no 500 MO, LUH3 CA, benbrisi; HimeyunH solvent for water for injection (SWFI), Vial, 5 mL,
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[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycKy |3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1 dpnakoH 3 mM6X BMPOBHMLTBO, KOHTPOMb SKOCTi Ta a manufactured at Siegfried Hameln. Tepmin
NOPOLLKOM y nepBuMHHe nakyBaHHs J13: BBEAEHHS 3MiH NPOTSArom 6 Micsuie nicns
KOMMNeKTi 3 1 BakcanTta KOC IHk., CLUA; yacTkoBui 3aTBepKEHHS.
dnakoHom 3 KOHTponb skocTi [T13:
PO34YMHHUKOM (BOAA Takena MaHydekuypiHr ABcTpia Al
ans iH'ekuin) no 5 ABCTPIsl; YaCTKOBUI KOHTPOIb SIKOCTi
mn Tano 1 na3:
NPUCTOCYBaHHIO ANg Takena MaHydekuypiHr ABcTpia Al
pPO3BEeAEHHSA ABCTpist; KOHTponb skocTi M3
BAKCIPKEKT Il'y ("MexaHi4Hi BknoYeHHS"):
KopobuUi Odbi TexHoNomkmn eHa, IHHoBEeNLWioH
'M6X, ABCTpisi;
BMPOBHMLITBO, KOHTPOSb SIKOCTi Ta
NnepBUHHE NaKyBaHHS PO3YMHHUKA:
3irdpig XamenbH Mv6X, HimeuyuunHa;
cTepwunisauis npobok i miLkiB Ans
nepeHeceHHs:
Bect dapmachbtoTikan Cepsices, IHK.,
CLA
18. | PIKCYBIC NOPOLLIOK Ta Bakcant ABcTpis MapKyBaHHS, BTOPMHHE NaKyBaHHs Ta Benbrisi/ B.11.f.1.z)IB. To remove the test results for Aluminium 3a UA/16879/01/03
PO3YMHHUK ANS a Bunyck cepii 113 Ta po3ymHHMKa: CLA/ in sections 3.2.P.8 and 3.2.P.5.4 and to list the peuenmom
po34nHy Ans IHHOBEW BakcanTa Bengxiym MaHnydekTypiHr AscTpis/ stability parameters in section 3.2.P.8.2 for the
iH ekuin, no 1000 LWH3 CA, benbrisi; HimeuyunH solvent for water for injection (SWFI), Vial, 5 mL,
MO, 1 cpnakoH 3 m6X BUPOBHMUTBO, KOHTPOSb SIKOCTi Ta a manufactured at Siegfried Hameln. TepmiH
NOPOLLKOM y nepBuHHe nakyBaHHs [J13: BBELEHHS 3MiH NPOTSArom 6 Micsiyis nicns
KOMMAMEKTi 3 1 BakcanTta KOC IHk., CLUA; yacTkoBuit 3aTBEPOKEHHS.
dnakoHom 3 KOHTponb sikocTi [T13:
PO34YMHHMKOM (BOAA Takepa Manydek4ypiHr ABcTpis AT,
ans iH'ekuin) no 5 ABCTPIsl; YaCTKOBUM KOHTPOSb SAKOCTi
mn Tano 1 a3:
NPUCTOCYBaHHIO A11A Takepa Manydek4ypiHr ABcTpis AT,
po3BedeHHs ABCTpis; KOHTponb sikocTi M3
BAKCKEKT Il'y ("MexaHiuHi BkntoYeHHs"):
Kopoo6ui Odbi TexHOMOAXM eHA |IHHOBEWLLIIOH
'mM6X, ABCTpisi;
BMPOGHULTBO, KOHTPOIb SIKOCTi Ta
NepBUHHE MaKyBaHHS PO3YMHHUMKA:
3irdpig XamensH M6X, HimevunHa;
cTepunisauis npobok i MiLkiB Ans
nepeHeceHHs:
Bect ®apmachbtoTikan Cepsices, IHK.,
CLIA
19. | PIKCYBIC NMOPOLLIOK Ta Bakcant ABcTpis MapKyBaHHS, BTOPUHHE NakyBaHHA Ta Benbria/ B.II.f.1.z)IB. To remove the test results for Aluminium 3a UA/16879/01/04
PO3YMHHUK AN a Bunyck cepii M3 Ta po3umHHKKa: CLIA/ in sections 3.2.P.8 and 3.2.P.5.4 and to list the peuenmom
pO34nHYy AnA IHHOBEW BakcanTa Bengxiym MaHydekTypiHr ABcTpis/ stability parameters in section 3.2.P.8.2 for the
iH"ekuin, no 2000 LUH3 CA, benbrisi; HimeyumH solvent for water for injection (SWFI), Vial, 5 mL,
MO, 1 cpnakoH 3 m6X BMPOGHULTBO, KOHTPOIb SIKOCTi Ta a manufactured at Siegfried Hameln. Tepmin

MOPOLLKOM Y
KoMnnekTi 3 1
dnakoHoM 3
PO34YMHHMKOM (BOAA
ans iH'ekyin) no 5

nepBuHHe NakyBaHHs T13:
BakcanTa KOC IHk., CLUA; yacTkoBuii
KOHTponb sikocTi [T13:
Takeaa MaHydek4vypiHr ABcTpis Al,
ABCTPIsl; YaCTKOBWUI KOHTPOIb SAKOCTI

BBELEHHS 3MiH NPOTArom 6 Micsiis nicns
3aTBEPOKEHHSI.
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[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycKy |3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
M Tano 1 na3:
NPUCTOCYBaHHIO ANg Takepa MaHydekuypiHr ABcTpia Al
po3BedeHHs ABcTpis; KoHTponb skocTi M3
BAKCIDKEKT Il'y ("MexaHi4Hi BknoYeHHS"):
KopobLi Odpi TexHonomkmn eHp, IHHOBENLLIOH
MBX, ABCTpist;
BMPOBHMLTBO, KOHTPOMb SKOCTi Ta
nepBUHHE NaKyBaHHS PO34YMHHUKA:
3ircbpig XamenbH M'M6X, HimeuyunHa;
cTepunisauist npobok i MiLkiB Ans
nepeHeceHHs:
Bect dapmachbtoTikan Cepsices, IHK.,
CLA
20. | PIKCYBIC NMOPOLLIOK Ta Bakcant ABcTpis MapKyBaHHS, BTOPMHHE NaKyBaHHs Ta Benbrisi/ B.11.f.1.z)IB. To remove the test results for Aluminium 3a UA/16879/01/05
PO3YMHHUK NS a Bunyck cepii 113 Ta po3umHHMKa: CLA/ in sections 3.2.P.8 and 3.2.P.5.4 and to list the peuenmom
pOo34nHy AnA IHHOBEW BakcanTa Bengxiym MaHnydekTypiHr AscTpis/ stability parameters in section 3.2.P.8.2 for the
iH ekuin, no 3000 LWIH3 CA, benbrisi; HimeuyunH solvent for water for injection (SWFI), Vial, 5 mL,
MO, 1 cpnakoH 3 m6X BUPOBHMLUTBO, KOHTPOSb SIKOCTi Ta a manufactured at Siegfried Hameln. TepmiH
NOPOLLKOM y nepBuHHe nakyBaHHs [J13: BBEAEHHS 3MiH NPOTSArom 6 Micsiyis nicns
KOMMMeKTi 3 1 BakcanTta FOC IHk., CLUA; yacTkoBuit 3aTBEPOKEHHS.
dnakoHom 3 KOHTponb sikocTi [T13:
PO34YMHHMKOM (BOAA Takepa Manydek4ypiHr AscTpis AT,
ans iH'ekyin) no 5 ABCTpIfl; YaCTKOBWUI KOHTPOMb AKOCTI
M Tamno 1 a3:
NPUCTOCYBaHHIO A11A Takepa Manydek4ypiHr ABcTpis AT,
po3BedeHHs ABCTpis; KOHTponb sikocTi M3
BAKCIPKEKT Il'y ("MexaHiyHi BknoveHHs"):
Kopoo6ui Odbi TexHOMOAXM eHA |IHHOBEWLLIIOH
'mM6X, ABCTpisi;
BMPOBHMLITBO, KOHTPOSb SIKOCTi Ta
NepBUHHE MaKyBaHHS PO3YMHHUKA:
3irdpig XamensH M6X, HimeuunHa;
cTepunisauis npobok i MiLkiB ons
nepeHeceHHs:
Bect ®apmacbioTikan Cepgices, IHk.,
CLA
21. | PIKCYBIC NOPOLLIOK Ta Bakcant ABcTpis MapKyBaHHS, BTOPUHHE NakyBaHHA Ta Benbria/ B.II.f.1.z)IB. To remove the test results for Aluminium 3a UA/16879/01/01
PO3YMHHUK NS a Bunyck cepii M3 Ta po3umHHUKa: CLA/ in sections 3.2.P.8 and 3.2.P.5.4 and to list the peuenmom
po34nHy AnA IHHOBEW BakcanTa Bengxiym MaHydekTypiHr ABcTpis/ stability parameters in section 3.2.P.8.2 for the
iH"ekuin, no 250 MO, LUH3 CA, benbrisi; HimeyumH solvent for water for injection (SWFI), Vial, 5 mL,
1 pnakoH 3 m6X BMPOGHULTBO, KOHTPOIb SIKOCTi Ta a manufactured at Siegfried Hameln. Tepmin

NOPOLLIKOM Y
KOMMNeKTi 3 1
¢nakoHoMm 3
PO34YMHHUKOM (BOAA
ans iH'ekyin) no 5
Mn Tano 1
NPUCTOCYBaHHIO A11s
pO3BEAEHHS
BAKCIKEKT Il'y
KopobLi

nepBuHHe nakyBaHHs T13:
BakcanTa KOC IHk., CLUA; yacTkoBuii
KOHTponb sikocTi [T13:
Takepa Manydek4ypiHr ABcTpis Al,
ABCTPpIsi; YaCTKOBWIN KOHTPOIb SKOCTI
rna3:

Takepa Manydek4ypiHr ABcTpis AT,
ABCTpis; KoHTpornb AkocTi M3
("MexaHiuHi BkItoYeHHs"):

Odpi TexHoNomkKM eHp, IHHOBENLLIOH
'm6X, ABCTpisi;

BBELEHHS 3MiH NPOTSArom 6 Micsiis nicns
3aTBEPOKEHHSI.
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[TponoBkeHHs goaaTKa 2

Ne

Haszea ®Popma sunycKy |3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BMPOBHMLTBO, KOHTPOMb SKOCTi Ta
NepBUHHE MaKyBaHHSA PO3YMHHUKA:
3ircppia XamenbH M6X, HimeuunHa;
cTepunisauist npobok i MiLkiB Ans
nepeHeceHHs:
Bect ®apmachbtoTikan Cepsices, IHk.,
CLLA
22. | CUMBACTAT | Tabnetku, BKpUTI TOB YkpaiHa BUPOBHMUTBO Hepo3dacoBaHol TypeuumHa/ Az IA 3a UA/16951/01/01
WH NniBKOBOO "CaHpo3 npoaykuii, NepBUHHE Ta BTOPUHHE PymyHis/ Further information of Symvastatin 5, 10, 30 mg film |peuernmom
CAHOO3® o6onoHkoto, no 20 YkpaiHa" nakyBaHHS, TECTYBaHHS, 0O3BIN Ha CnoBeHis coated tablets strengths in section 3.2.P.3.3 is
mr, no 10 TabneTok Bunyck cepini: Cangos Mpyn Carnuvk deleted as these strenght were withdrawn and/or not
y bnicTepi, no 3 abo YpyHnepi Inaknapi CaH. Be Tik. A.C., registered.
10 6nicTepis B Type4ynHa; nepBrMHHE Ta BTOPUHHE
KapTOHHiIN kopoOLi nakyBaHHS, TECTYBaHHS, [O3BIN Ha
Bunyck cepin: Cantotac @apma 'M6X,
HimeuumnHa; TecTyBaHHS, A03BIN Ha
Bunyck cepin: C.K. Cangos C.P.1.,
PyMyHis; nepBuHHe Ta BTOPUHHE
nakyBaHHSI, TECTYBaHHS, fO3BIN Ha
Bunyck cepin: Nlek C.A., MNonbLua;
nepByHHE Ta BTOPUHHE NakyBaHHsS: Jlek
hapmMaLeBTMYHa KOMMaHis 4.4.,
CnoBeHis
23. | CAMBACTAT | tabneTtku, BKpUTI TOB YkpaiHa BMPOGHMLITBO Hepo3dacoBaHoi TypeuunHa/ Az IA 3a UA/16951/01/02
WH NniBKOBOIO "CaHpo3 npoaykKuii, NepBUHHE Ta BTOPUHHE PymyHis/ Further information of Symvastatin 5, 10, 30 mg film |peyernmom
CAHOO3® obonoHkoto, no 40 YkpaiHa" nakyBaHHS, TECTYBaHHS, [O3BIN Ha CnoBeHiga coated tablets strengths in section 3.2.P.3.3 is
mr, no 10 TabneTok Bunyck cepin: CaHgos Npyn Carnuk deleted as these strenght were withdrawn and/or not
y bnicTepi, no 3 abo YpyHnepi Inaknapi CaH. Be Tik. A.C., registered.
10 6nicTepis B TypeyynHa; nepBUHHE Ta BTOPUHHE
KapTOHHiI kopobui nakyBaHHS, TECTYBaHHS, [O3BIN Ha
Bunyck cepint: Cantotac Papma MmbX,
Hime4uunHa; TecTyBaHHS, A03BIN Ha
Bunyck cepin: C.K. Cangos C.P.11.,
PymyHisi; nepBuHHe Ta BTOPUHHE
nakyBaHHsl, TECTYBaHHSI, 103BiN Ha
Bunyck cepin: Jllek C.A., MNonbLua;
nepBUHHE Ta BTOPUHHE NakyBaHHs:: Jlek
hapmMaLeBTMYHA KOMMaHis 4.4.,
CnoBeHis
24. | CONIKBA PO3YMH ANS iH eKUiN, TOB YkpaiHa CaHodi-AseHTic Jonunang MmeX Himeyuunna 3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI 3a UA/16774/01/01
100 Oa./mn+50 "CaHodi Ta cbapmakoHarnsiny. BeegeHHsi abo 3miHu oo peuenmom
mkr/mn; Ne3 a6o -ABeHTIiC y3aranbHeHUX AaHux npo cuctemy papmakoHarnsgy
Ne5: no 3 mny YkpaiHa" (BBEAEHHS y3aranbHEHNX AaHWX Npo cuctemy
KapTpUoXi, hapmakoHarnsigy, 3MiHa yrnoBHOBaXEHOI 0cobu,
BMOHTOBaHOMY B BignoBiganbHoI 3a 34iCHEHHS hapMakoHarnsay;
0HOPa30BY LUMPUL- KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa Ans
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[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycKy |3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
pyu4Kky; no 3 abo no 5 3[iNCHeHHs hapmakoHarnagy B YkpaiHi, sKLLO BOHa
LLUNPUL-PYYOK B BigMiHHa Bi ynoBHOBaXeHOi ocobwu, BianoBigansHoi
KapTOHHi KOpoOLyi. 3a 3piicHeHHs hapmakoHarnagy (Bkroyarym
["onku B ynakoBky He KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
BKITIOMEHi darina cuctemun papmakoHarnsgy) (3rigHo Hakasy
MO3 Big 17.11.2016 Ne 1245) - 3miHa
yNOBHOBa)EHOI 0COOW 3asiBHKKA, BiANOBiganbHOI 3a
dapmakoHarnsa. Hitoya pepakuis: XoaakiBcbka
TeTtaHa BsyecnasiBHa. [ponoHoBaHa pepakuis:
BapdonomeeBa IBaHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHMX AaHWNX YNOBHOBAXEHOi ocobu,
BignoBiganeHoi 3a papmakoHarnsag,.
25. | CONIKBA PO34MH Ans iH eKLiN, TOB YkpaiHa CaHodi-AseHTic Jonunang MmoX Himeyuunna 3MmiHu | TUNy - 3miHK Wopo 6e3nekn/edekTUBHOCTI 3a UA/16775/01/01
100 Oa./mn+33 "CaHodi Ta cbapmakoHarnsgy. BeegeHHst abo 3miHu oo peuenmom
Mkr/mn; Ne3 abo -ABeHTIC y3aranbHeHVX QaHunx Npo cuctemy dapmakoHarnsgy
Ne5: no 3 mny YkpaiHa" (BBEAEHHSA y3aranbHeHNX AaHWX Npo cuctemy
KapTpuoxi, hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BMOHTOBaHOMY B BignoBiganeHoI 3a 34iNCHEHHSA hapmMakoHarnsaay;
OlHOpa3oBy LUMNPUL- KOHTaKTHOI 0cobu 3 dhapmakoHarnagy sasBHvKa Ans
pyuKy; no 3 abo no 5 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
LUNPUL-PY4OK B BigMiHHa Bif, yNOBHOBaXXeHOI 0cobu, BignosigansHoi
KapTOHHI KOpoOLyi. 3a 34iicHeHHs bapmakoHarnsgy (BKYaryn
["onku B ynakoBky He KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
BKITHOYEHi banina cuctemu hapmakoHarnsgy) (3rigHo Hakasy
MO3 Big 17.11.2016 Ne 1245) - 3miHa
yrnoBHOBaXeHoi ocobu 3asiBHUKA, BiAMNOBIiganbHOI 3a
capmakoHarnag. fitova pegakuis: XogakiBcbka
TeTtaHa BsavecnasisHa. lNponoHoBaHa pedakuis:
Bapdonomeesa IBaHHa OnekcaHapiBHa. 3MmiHa
KOHTaKTHMX JaHWX YNOBHOBaXeHOi ocobu,
BiAgnoBiganesHoil 3a dhapmakoHarnag,.
26. | CTPENCINC® | nboasHuku no 8,75 PekkiTT Benuka PekkiTT BeHkizep Xenckep IHTepHeLHN Benuka Type lAin B.1l.a.3.a.1 Changes in the composition bes UA/18831/01/01
IHTEHCUB MTr; N0 8 NbOAsHUKIB BeHkize BpuTaHis TimitTen BpuTaHis (excipients) of the finished product - Changes in peuenma
BE3 LYKPY y 6nicTepi, no 2 abo p components of the flavouring or colouring system -
31 CMAKOM 3 Bnictepu y Xenckep Addition, deletion or replacement — HeaHa4yHa 3MiHa
AMNENBbCUHA | kapTOHHI KOopobLi; IHTEpHE cKrafy rotoBoro npoaykTy, a came: BUIyYEHHs!
no 12 nboAsiHUKIB y LWHA 6apBHUKa, xoBTO-NoMapaHyesuit S (E110). 3miHu
GnicTepi, no 2 Nimiten BHeceHo Ao p.3.2.P.1.2 «Cknag» Moagyns 3

Gnictepn y
KapTOHHiI kopobuyi

MaTepianis peecTtpadiiHoro gocke Ta MKA
nikapcbkoro 3acoby. 3MiHWM BHECEHO B IHCTPYKLO
ANs MEeAMYHOro 3acTOCyBaHHS NikapcbKoro 3acoby
0o po3giny «OCHOBHI i3nKo-XiMiYHi BMAcTUBOCTI».
Type |IA B.Il.e.1 Change in immediate packaging of
the finished product - Qualitative and quantitative
composition - Solid pharmaceutical forms —
HesHayHa 3miHa NepBMHHOI YNakoBKM rOTOBOMO
npoaykTy: GnictepHa donbra (3MiHa TOBLUMHK
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[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycKy |3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
donbrun 3 40 go 90 r/m2). 3miHn BHeceHo Ao
p.3.2.P.7. «Cuctema KoHTeNHep/3aKynoptoaansHni
3acib» Mogyns 3 maTtepianis peecTpauiiHoro 4OCbe.
HavaabHuk

®apMaleBTHYHOI0 YIIPABJIIHHSA

Tapac JIICKOBCbKUH




