«Vepvin e Caienymipaies (Therma Fisher Scientilie}

<‘TEDMO q:’HUIEP wilareons (Pathoon) uxoat & cocran «Tepau diiep

Cagrenudie ¢ Thermo Fisher Scientihie)

Caﬁem(p“}(>> (Themo FiShel‘ 1 Tpar CHie Boa Moposerne, §, 03013 Depamimo Py, M

- " (1 Trav, SX Via Morofense 5, 03013 Ferentino (FR), baliay
Scientific) b +39 07753991
haxe: +39 775399259
thermolishier.com: pathvon

MHPOBGI L] B S RCII BV

Pesi.: 2
[Marcon Wrasns C.n.A. (Patheon Italia S.p.A.)

CEPTHOHMKAT COOTBETCTBHS AEACTEYIOWHM TPEROBAHHAM HAMIEKAIER
[POMIBOJICTBEHHOM MPAKTHKH (cGMDP)

Row . 415982 ]
' | HOMEPOH (IOMERON) 400-200M.1 :
Hanmenosanue: S POCCHA
Copui Ne: L TTTTMpeToA
Jlata npoitsBoICTBa: /2009
Cpok roJiiocTu; ) . (19/2024
Konuuectso: ) ‘ 15450 -

L Crpana passavuei: H POCCUMCKAS PEJAEPALIHA

Hacroauin NoATBEPAIAI0, HT0 BCe FTANLE TIPOHIROACTEA JAHOH CepH rOTOBONO NPOAYKTA Oniitn
BLINOAHCHB B NOMHOM cooTBeTeTai ¢ Tpebosatmu [Tpasun naanexanieit HPOHIBOACTREHHOHN
NPAKTHRH W KOHTPOS KEHCCTH JCKIPCTUCHHLIN CPeICTs (GNP EC v rpeboraimssin, CONBPHRALIHMHCH

.8 Perue l“pisL(Ht)i!l“)'-l(hlk} y,’h‘iC‘l'ﬂBCpClHlH(-‘4.\) JCKADCTRCHHNLIN CPCACTHR CT pilli[:i:“C‘EpiiH HATHAMCHHA.

H sagpamio. €TI0
(] B npolecee npomigoactai [ KOOI Kavecmsa AQHOI TEPTHEH HHKAKHX OTKIOHEHAE He
BOBHMKTO.
01 TlepeuncacHinic Hitke OTRAOHCHHA LI PACCICAOBANbE H OH0BPEHbE

Jlenaprament 1o o0eCHeueHHIO KA4eCTna

| Y HOAHOMOUCHHOE SO Moamen,
Abimain: -p Areceandpo f' HOOHICE!
Bapaanio

Vuounostowennoe augo PDS |
i Hameon Hmaas Cond. (Patheon E
{ ttalic S.p.A.) |
L 29 Tpaa., CHxe Bua Moposense, 5 |
pepenmnaio (OF) (29 Trav, SX i

H Fia Morolensz, 5 03013 i
l

Ferentino (FR))F




Wlepsin dnnnep Citennngins (Thermo Fisher Scientitic)

<<TepMD Q"mep w lanentis {Patheon) pxoire w coetan «Tepuao dhmep

Caiserinpurs (Themme Fisher Scienufic)

Caﬁem(i)ﬂ!(» (Them‘iﬂ FiSher 2° Tpan. U Bua Mopoaene, 5, 03013, Mepennie (BP),

- . Husme 1 Travy $X Via Morolense 5, 83013 Ferentino (FR), kalia)
&Ient]ﬁ(:) Tea.: +39 07753991
hske: «39 07753949259

thermofisher comypathicon

Mprpoioit A & oraRcng Ry

Cepmudhuam Guaa

Harsienoganne. Homepon (Toneron) 400-200xa Poccnst
Crieyughiraius. SP-lomeron Fill

Koo 415982

Hoatep cepras: MP9709 A

Hara upomspoycrsa: 1072019
CpoK 1oJIHOCTH: 00/2024

_ feMocTi . - PesyvanTarel

1 Ouucanne [pozpaunbii. Gecunerhbiil | Coornererayer | -

{ - pacTiop (BHIVATLHIS OUCHKA) Lo
[eernoeTs {ONTHUSCKas senbiue win pasio 0,060 ! 0.006 | OnTHYecKHN
wzroTHoeTh npit 430 s, Auciia {(OQ1ITHYCCKHS CAMIINIL HA 450 nn - * CHHHHIL
decm ) | ciexrpodoToseTpiricckui i

| pH 6.5 - 7.2 (HOTEHLHOMETPHYECRHAM | 6.9 pH

| CLweropos) 3 L N o

i Toanuiocts: Homenpoa Coortsercrny | CoorseTeTByet | - 1

1 (lomeprol) (BOHIX) _ B R !
Hostenpast {lomeprol) 775,67 857,32 mi/ma (BOHKX) L 802,06 Mr/mn
CroGoniibii fion | Ovweyrermyer | Oveyieveyer |-
Heopraimieekie oML menbiie Han paso 4.0 7 100 1,0 ar/ 100a1

T s {Turposatine ¢ cepebpom) R
Trkensie MeTaiIL seHsiue win pasio 20 ppim Menee 20 ppm

MMMMM | (ROMMHCETBCHMbI atls)
. Tipusteen: 8 UCa0M o He Bonee | % (BOAX) 0 T N
| POIYKTY . B o |
Npusecu: HenspeeThbie He 6oaee 0.1 % (B7HKX) ! 0 | %%
(ewzan) oo _— ,
lpustech: no npoayrry B18360 | e foace 0.7 % (BKX)y | 00 %
Npumecn: 1o npoaykty B19190 | He Gonee 0,2 % (BIKX) He sristaneiio | %
MMomunnocTs: Tposerasall Coorserersyer Coorsercryer | - !
(BOOKX) . - i
Tposeramol - 0,90 - 105 s/t (BJKX) b
[TopauHoC Th: XJOopiL | CoareereThyei P Coorig
i 1
E
{

Flovevur Bhramea €5 A (Patheos Ttalis §5 A 1 -Heatuinas & e pesnnist d0Meepst Jiirmeias momaranis Hlavessr b 1 iPabeca BV Y 4 ¥ 2 i
LI AOCTRO DRASCT ) ', oy Z4 HEW &4
(btresaantiall a1 pseep e e LI » Pescrpe Hpeacpiatuh Mesriin v Borans BTO2010 80« REA M- G0638 e waaicavanss HL Ly '?‘."-V'afﬁﬁ‘d g
Hopateckind aggiee Baase o bams Cryeae Mo 110, 000 Sesra (BE Prmmes ¢ Viale G Smocts a7 116, 20000 Money DMBL Ty s R

Tpas CHaw B Mopoaense, 5 09010 Depentin (P Hinane (27 Tray 8X, Vi Merrolenve 00 51301 Peeentma (PR, babag

Mecttiog pgpaiaernane ¥ Topen Lianne B¢ 6, JRT! 0 Hauepreare (M), Hhinaid




whepsio dsaep Canernsgurs (Therme Fisher Meientificy
<’<TEPMO (DHHJEP l niii!{l!’f‘ﬂl;rll’:!lht.‘i\ll;bﬂ.‘ﬂiﬁ.‘llﬂ 1 eoeTan « Fepae dpep
~r - Carnnsgaaor (Thermo Fisher Scientific)
Caﬂemd)HK» (Therrno FlShel‘ H Tpan CHee Baa Mopoacne, §, E}'!i).i,‘u Gepenrine (OP, Hrasa
.. . 1 Trav. $X Via Morolense 5, 03013 Ferentino (FR), Raliay
SClentlﬁC) T +39 0TI53991
ke 349 0778300250
thermofisher.com patheon

MAUPOUDIT T IO R SR HaY R

415982
MPI709A

Cepnudiusam auainia

Onmncanne Honsimanns “Kpirepui npiesiesocris Pesvantarnt En.am.

Mean | MEHBIUS HAK pasio | ppm 0 ppin.
L ) L (KOJOPHMCTPHUCCKITT MCTO) o __5 R
XIA0PHCTOBOAGPOANAS KHEAOTA | MEHBLIE WIN PABHO 0.3 si/si (3 T/
| {(THTpOBAHML cqpcﬁpom) o E
Hrasneraempiit oOues 100 - 110 % ofivesa, yratanioro | T 104 %
I oA G ITHRCEES . RSN, TEE—— |
“Hesnzsute vactmws == 10 He Bosee 25/ 2
MEM (hoToMeTPHUCCKI METOR IO a i
4 ED) | |
| Hesmanmbie vaciuip == Zﬁum “He Boace 30 0 | Kosi-so/atr,
! 1rbolcnu FPHUCCKIIT METOL 1O ! |
i | BD) — J
B CrepuibHoCTh Crepuibiniii {\1' o1 | € tLpu NTTRE ! - 3
3 i U sewBpanmoil deuisrpadi) ' 7 o i
; bim’lupn‘umml\. JHAOT ORCHITH MeHbUie st pasio 0.7 [D/ma E Menee 0.2 ! ED/n 5
| {KHHETHYCCKHIT ] i
E —— E\PDO'lli\!t.lj?%f‘ii.‘(.hlﬂt M\.’.H?*H ,-,mémmﬂvf” o T O i
* 110 OTHOWICHIIO K ILU])LIH'ILLM)\S\ COHUCPIRUHHIO no\nn;‘mm (1omeprol)
-CraTye (Status) i - W -

Yxaauupit soine MATEPHWLI Dnist NPOAHATHIHPOBAN M HPHIHAN COOTBCTCTBVIOHLIM

TpeBOBAHHAM TCKYILCH BEpCHE CueUnIKAI.

S &-rmi;{:'ﬁ;:}n*( - i O L 0RO TL: “llm‘a 1 BpeM:
Potepra MAPKOHE E MEHE/UKEP OTAEJIA | 14 noubpa 2019
{Roberta MARCONE) l [\"()HTPO,}]SI KAYFCTBA 13:12.30
e L - —

* Howpnadi copugs

v N N >n.mgunmm TIOAIECK A ARE 1CH IKIRAACIT M
COUCTHSHHOPY IO (10,100

ELAFHRH s

Fravwos Mrama O o A tioebeon fadia 5004 3 ROMUIHIE C C0mcimei Gans Ao, sufansvosat sossano [roese b b (Patson 1V ), -
Birk KA Apidl wak o wosecqe e ot a 210 o Peccope Dpeanpumiti Mossatebpasitge @1F23000000 - REA M- {3600635 - souep tisascpasimy TC 1T
TCpinecanis sapes. B SKon barecra Urysens, Ne D10 29900 1 Matinza (VB Brams (Vaale G 1 Stecchu o 1HE, 000G Moswa (M0, habay - b it ¢ oA peIrTwM I
Ppam CHae o Mopuaoitie, 5 03003 dipenvmns (0P Hhaam (37 Trav X, Via Medodense o7 4 0013 Fovemog (7R, falia)

Mectier nogpassaenise ¥a Topps braase Mo © 9 20871 ¢ Husepsase (M) e




i AQ «P-Dapmy ; pebus 2
AQ «P-hapmn — Crp. bow

SARKJHOYEHWE
O COOTRETCTRIH CCPIRIAPTHI BBOTHMON O ACKAPCTBCHIIOID
UPCHAPATa TPeBOBIISM. VCTUHOWICHIBIM HPH €10
FOCYPCTESHHON PerHCTPaLHn

Kon
P-01-COl-JU1-044-01

|
i
|
|
|
|

SAKAOHEHHWE N 012-2020

O COOTBCTCTBIH CECPHIAIIAPTHH BROJUMOTO HCKAPCTBSHEOIO HPENapata TpedoBaritaM,
VCTAHOBACHHEBIM [PH CI'O FOCYLAPCTBCHOi pernetpansi s P

Bozano  apeacrabircion  opraumsaiin,  OCYICCTHBIOMCH  BROT  ICKAPCTBEIOro  npenapara,
VHOAHOMOUECHHOIO HHOCTPAHHLIM [POHEROLITCHEN
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j 13.12.2016,
| Flane No2 x JIEO0T1939-181212 or
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[ HanweoBamie 1 azpec ACpRaTes perie rpatioiios o
[ YAOCTOBEPCHH

PaceMorpensi  IpeACTaniCHIEbC AOKYMEHTLL  HPOH3BOANTCHS  JICKApCTBCHION0  npenapara  u
COCPACALILHCCS B HIX CBEJCHIS:
. Perncrpanmonnoe yA0CTrosepenie ICKApeTieniioro npetapatii:

No JHT 001939 or 18.12.2012r. nara succenug mavenenus s PY 03.04,2019r

HopaartusHas ZOKYMCHTIUING A ACKAPCTHCHBIT Tpenapar:

Ne JITLO01939-181212,

wamencrst No Nel w JHT QO1939-181212 or 13.12.2016r., N2k JIIL 001939-181212 or

03.04.2019r.

3. Ceprudurar  kauectsa/cepridIkiar QHUTII  HPOHBHBOANTSIN JICKapCTBCUHOrO  lpenapara,
YAOCTOBEPSIOULKIT COOTBETC TBIE CEPHI/TAPTIHH JCKAPCTREHHONG HPEIAPATA BCEM I0KA3ATEIISIM,
Iip\:‘i)'C\{(H‘pCIH![.I‘\I JCHCTBYIOMCH HOPMATHRHOT JoKyMeuTallneit:

No B/H or 14112019

4. Ceprudkar Ha  BRIIYCK  CCpMI/NAPTHH APONIBOIMTCN  JICKAPCTECHHOIO  npenapary,
ROATHEPRMOIULINIT COOTHETCTEHC COPHIIAPTHI JICKAPCTHCHIOID npenapara TpeOoBatHam,
YCTAHOBJICHHLIM HPH €0 FOCYJapet BeHHOH PerueTpaiiy. O AHCAHHbI YUONHOMOUCHHLIM
JEIOM PON3BOAHTCAR JICKAPCTBCIHOND Tperapat;

No B/H or J4.11.2019¢.;
3. Tpororken scuneratdl Ne 161 1dn o1 «24» jegadps 2019 v ppoan OO0 ML «bapsoboponan.

19

3AKIHOYEHHE:

Jlexapersennmii upenapar Moscpon.-pacTsop vet nsesiuit, 400 s flona/si (diason)
200 ma x 1 (nawka kaprouyas).

(TORPOBR HUBNICHOBRII, B JHEPOSIKL i[}t’p\!il BLITIVGRG)

cepu  _MPO709A npomssojaersa flareon Moo Coan AL Ml (Bee crajis Npos3BoicTsa)
(HOM CepinT ) LEERIMEHORIBHG HAIDOC POISEBOIITE M (O YREMIHCM CHLin npomo et b

COOTBETCTBYET 1peGosutinss. YCTaHOBACHILIN 1P CrO TOCYAAPCTECHHON PCricTpainit,
Hpnaomenne:

1. Cepruducar anaznsa or 14.11.2019 Homepor, pacrsop v sirsekiuii, 400 mr H(}’LHMII
(thrrakon) 200 w1 X I(navka kapronnas ) cepan MPYT09A. PRy
2 Cepraduiar coornercraus or 14.11.2019 Homepon, pacrsop s 1:111.uuu;;
{prraxon) 200 st X H{1184KD KapToie mi U.[NHE MPOTOOA.
3. Hporoxkon nemmranuit No 161140 ov «24» nexadpa 2019 r. srigan OO0 §

Hpencrapurean  AO  «P-Qapyy,  omercrecnuntii 30 8O ASKapeTeHibl
MEMLHCKOIO TPHMSIICHI B TPk aneruii obopoit: '
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