NEKJAPAIIASI O COOTBETCTBHN

JEKJIAPAHT, IPUHUMATIOIM TN TEKJTAPAITMIO O COOTBETCTBUU
000 "POMPAPMA"
Ceedenust o pezucmpayuy opeanusayuu. Meoicpationnas uncnexyus PedepanvHotl Hano2060u caysictor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1037700128806, dama npuceoenus OI'PH 04.02.2003.
| | Adpec: 121596, 2. Mockea,yn. Topbynoea, 0. 2, cmp. 204. Tenegon:8(495)269-00-39
| | B auye: Ienepanvreiti dupexmop Llukos T.J1.
1 Hoeepennoe nuyo: Xopuna O.B., doeepennocme 1 om 09.01.2018

3AMABJIAET, YTO
nexapcmeenHoe cpedcmeo. Omupenarc Kaniu YuiHvle, QraKkoxbl-KanensHuybsl nonusmunenosee 17.1 2 - 15 mn

(1), nauxu kapmonnwie, PY Ne JICP-003131/08 om 25.04.2008 (0ama 3amenwvr PY 08.06.2017), cepua 1817301,
napmus. 24493 ynaxoeox, 2oden 0o 01.09.2021, npouseoocmea K.O.Pompapm Komnanu C.p.JL., Pymeinusa, yu.
Epounop 14, Omoneny, 075100, ye30 Hnvghos, koo OKII[2 21.20.10.262, xod TH B3/ 3004900002,
xonmpaxm Ne 013-2012 om 20.01.2012, unsoiic Ne 0000006451 om 16.11.2018

COOTBETCTBYET TPEGOBAHHAM

JICP-003131/08-250408 (HO 42-14793-07 usm. Ne 1-3)

JEKJIAPAITASI ITPHUHSITA HA OCHOBAHUU

npomoxon ucneimanui Ne HI18-06570 om 29.11.2018 OO0 "HLJIC "Buomexnorozus", ammecmain
axxpedumayuu RA.RU.21 OMO4, Cepmugpuram POCC RO.PM15.C69403 om 29.11.2018

JATA ITPUHATHAN NEKJIAPATIHHA 30.11.2018
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OPI'AH IIO CEPTH®UKAIINH, 3SAPETHCTPUPOBABIIHI NEKJIAPAIHIO

POCC RU.0001.11®M15 OPI'AH IIO CEPTHOHRALIHH ITPONVKI[HH OFLJECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBHIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA"

aopec opeanusayuu: 115280, 2. Mocxkea, yn. Macmepxoga, 0. 4, am. 5, nom. I, kom. 1., adpec opeana no
cepmugurayuu: 143581, Mockoeckas obnacmy, Hempunckuil pation, dep. Jlewikoso, 0. 248, cmp. I, men.:
(495)640-96-69, (495)787-92-78 geb-catim: oyxx.pgp.

| AEKJIAPANYSA O COOTBETCTBHU 3APETUCTPHPOBAHA N POCC RU A4-RO. DM I5.4.05809/18
JATA PEBICTPARNAN 30.11.2018

gl MYrPywHoR el
o USHTD kowtpons |2,
Ao\ lauecreay /8 é;; 3apeiToBckas H.A.
ST\ OpeaH o ¥
AlP (S TO/ITHCH Pykosonurens OC

eey. ;’4 buicai)
e MOCKBA
Br i

5




J 'z s, - e
| ;""“’./.f\”l"“r"..i AN
Lhsl QYRR ] ‘

1l i
d LAl

| Tol: +4(021)35046 40: 30077 80,300 7781

| Fax: +4 (021) 3504641. E-matl; office @rompharm.ro

S S.C. Rompharm Company S.R.L. - Romania, llfov, 75100 Otopeni, Sitr. Ercilor, Nr. 1A
""~.\_k CUI: RO 14399646, RC: J23/1321/2004

CeprudurkaT anajansa Kodeunoro npenapara Ne 1817301

| Ko Gnanka: CC-F-139

IMpenapar OTHUPEJIAKC, ranau yunore,

Buyrpennuii xoj 002oto-ru

ITpou3BOACTREHHAN Cepus 1817301

JlaTa npoH3BOACTBA 09.2018 o

Tojaen 10 09.2021

Ne | XapaKkTepHCTHKH JlonycTHMbBIE YCJI0BHSA Pe3viabTarel
1 Onucanue TIpospaunbIi OeCUBETHBIH HIH CJICTKA KEITOBATLII PACTBOP. | COOTBETCTBYET

2 [Moaauunocrn
denazon Bpems yaepxuBaHHS THKA (eHa’oHa Ha XPOMATOIPAMME | COOTBETCTBYET
HCIIBITYCMOIO PacTBOpa AO/KHO COOTBETCTBOBATL BPCMEHH
VACP/KHBAHMS  THKAa  CHA30HA  HA  XPOMAarorpamme
CTAHJIAPTHOrO PAcTROpa (PeHa3oHa.
JInjokanHa Bpewms yaep:KHBaHHS MHKA JTHI0KaHHA MHIPOXJIOPILIA Ha COOTBCTCTBYCT
rHAPOXIOPHA XPOMATOrPAMME HCILITYCMOTO PACTBOPE JOJKHO
COOTBETCTBOBATL BPEMCHH YACPKHBAHHS KA JIMIOKAHHA
THAPOXJIOPHIA HA XPOMATOrpaMMe CTaHIapTHOrO pacTsopa
JIH/IOKaHHA THPOXJIOPHAA.
3 IIpospaunoern [penapat nomkeH ObITh IPO3PAUHBIM [10 CPABHCHHIO ¢ BOJIOI COOTBCTCTBYCT
HTH BBIACDKHBATDL CPABHCHHC € TAJIOHILIM pacTBopom |
4 [BernocTn [Tpenapar 20/1A€eH BbIACPAHBATE CPABHEHIE € ITAIOHHBIM | cootsetcTBYET
pactaopom BY |
5 pH Or501075 5,6
6 Mexaunueckue J1OMACHET OTCYTCTBOBATE NPH BU3YMIBHOM KOHTPOIIE COOTBCTCTBYET
BKJIIOUCHHS
7 OrHocuTeTIbHAS 1,120 - 1,160 1,137
IVIOTHOCTD
8 Cpeansis Macca 17,1 r£35% (16,20 - 18,01) 17,12
COAEPRKHMOTO OIHOTO
dJ1akona
9 Conepxanue 3TaHo. A He menee 16,67 % 18,79

10 | HMocroponuune npimecn

Cymma npunecei ¢enazona He Gonee 2,0 %o,

2,6 — AUMCTHIAHWINHA (NPHMECH JIHJIOKAHHA MHAPOXJIOpHIa) —
ne Gonee 0,02 %;

CYMMAa NPHMECCH HHAMBHAYANLHBIX HCHASH TH(PHUNPOBAHHBIX
JIHJIOKAHHA THAPOXI0pHAa ~ He Gonee 2,0 %

e 00Hapy#eHo
He 0dHapYKCHO

HC OBHAPYKCHO

11 | MuxpoOuosoraueckan | Kareropus 2. COOTBETCTBYCT.
HHCTOTA
12 | Koanucersennoe Penaszona: 3,6% - 4,4 % (90,0-110,0 % ot 38sBICHHOIO 96
onpeaeneHue KOJIHUECTRA);
Judorauna cudpoxiopuoa: 0,9% — 1,1 % (90,0-110,0 % or 97
3as1B/ICHHOTO KOJIHYECTRA).
YnaxoBka ITo 17,1 r (15 sun) npenapara B Oenbli NOMHITHICHOBBIH (QIAKOH-KaNeILHHILY, BMCCTHMOCTEIO 135
MJ1, 3AKPBITBIN NOTHATHICHOBOI KPBILLIKOI ¢ MPSAOXPAHHTEIIBHBIM KOILLIOM. [0 0/(HOMY (MIaKoHY-
KAIeJIbHHIE BMCCTE € HHCTPYKLMCH [10 NPHMCHCHHIO B KADTOHHYIO TAUKY.
MapkupoBKa B coorsetctum ¢ HIL
XpaHenue B cyxoM, 3aiIMIIICHIOM OT CBETa MECTE. IPH TEMIepaType e sbiie 25°C.
Cpor rojHocTH 3 rona.

Koneunslil npenapar cooTBeTCTBYET/ He-eooFperersyeFTpcOoBanniM crcuudukaum i

JAupexrop orena 1o KOHTpoalo kavecrsa | Panyka Jlorogoary

29409 2018
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OPT'AH ITO CEPTUDUKALINH

POCC RU.0001.11bM13 OPIAH 11O CEPTHGDHKAHHH HPONVKIIHH OBIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBLIO "OKPYKHOH LEHTP KOHTPOJIA KAYECTBA", adpec opeanusayu: 115280, 2. Mocrsa,
yn. Macmepkosa, 0. 4, sm. 5, nom. I, kom. 1., adpec opzana no cepmugpuxayun.; 143581, Mockoscras oén,,
Hempuncruii pation, dep Jewrogo, 0. 248, cmp. 1, mer.. (495)640-96-69, (495)787-92- 78

IMMPOAYKIIUA : : : : - _
Aerapemeennoe cpedcmen: Omupenare, kKannu yunele, (hrakonsi-kanensnuybl roa OK034-2014
nonwsmuienoseie 17.1 2 - 15 mn (1), nauku kapmonnwre, ;

KIIEC 2008) (OKIII2):
PY Ne JICP-003131/08 om 25.04.2008 (Oama samenwr PY 08.06.2017), ; ' .(,] 20.10 ’76'-") ORI

cepus 1817301, napmusa 24493 ynarxasox, zoden 00 01.09.2021, .
Konmparm Ne 013-2012 om 20.01.2012, uneoﬂc.}\‘il 0000006451 om 16.11.2018

COOTBETCTBYET TPEBOBAHMSAM HOPMATHBHBIX AOKYMEHTOB

JICP-003131/08-250408 (HIT 42-14793-07 usm, Ne 1-3) "kopTHBDA
: 3004900002

W3TOTOBUTEAD
K.O.Pomgpapm Komnanu C.p.JI., yn. Epounop 14, ()moneﬁb 075100, ycsc) I/]’:bqboa‘ Py\wmzm

CEPTUDUKAT BBIAAH
000 "POMPAPMA", HHH: 7727198973, adpec: 121596, 2. Mockea,yn. I opbynosa, 0. 2, cmp.

204. Tenehon:8(49 )769 00-39

HA OCHOBAHI/II/I ; :
cepmuguram ananuza npoussoaumeﬂﬂ 1817301 om 29.09.2018, npomoxon ucnormanuii Ne H18-06570 om 29.11.2018 000
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AD -OI‘N.MOH:. Mackea, 2018, 1B muaszien Ne 05-03-09 003 GHC F®, 7en. (495) 726 4742, vasweopoon.ru



