JEKJAPAIINA O COOTBETCTBUH

JNEKJAPAHT, IPHHAMAIOIIWHA JEKJTAPAIIAIO O COOTBETCTBHHA

000 "POM®@APMA"

3apezucmpuposaro : Medicpaiionnas urcnexyus MHC Poccuu Ne 39 no 2. Mockee OI'PH 1037700128806 om
04.02.2003

Adpec:121596, e. Mockea,yn. I'opbynosa, 0. 2, cmp. 204. Tenegon:8(495)269-00-39

B nuye:T'enepanenerii Oupexmop Llluxos T.J1.

Hoesepennoe nuyo: Xopuna O.B., dosepennocms 1 om 09.01.2018

3ASBISIET, UTO

nexapcmeenroe cpedcmso: Hexcalobponm kannu 2nasuvie 5 ma, aaxon-kanenvHuyst (1), nauku kapmonHole,
PY Ne JIIT-001174 om 11.11.2011 (0ama samerw PY 12.12.2016) , cepua 1816251, napmua 17787 ynakosox,
200en do 01.08.2021, npouzeodcmsa K. Q.Pomgpapm Komnanu C.PJL, Pymeinus, yn. Epounop 14, Omonens,
075100, koo OKII2 21.20.10.261, koo TH B3 3004200002, konmparxm Ne 013-2012 om 20.01.2012, uneotic
MNe 0000006325 om 30.08.2018

COOTBETCTBYET TPEFOBAHHSM

JIT 001174-111111

JEKJTAPATIAS ITPHHSTA HA OCHOBAHNN

npomokon ucheimanuii Ne H18-04973 om 24.09.2018 OO0 "HLJIC "BuomexHonozus", ammecmam
axxpedumayuu RA.RU.21 OM04, Cepmugpuram POCC RO.PM15.C65180 om 25.09.2018

JATA ITPHHSTHA NEKJIAPATIAH 26.09.2018
, HE! ﬂCTBI/ITEJ]]:HA J0 01.08.2021

/ Xopuna O.B.

no,u;nmy ' ®.U.0

CBEJIEHUS O PETUCTPAIIIA

OPT'AH IO CEPTH®HUKAIAH, 3APETHCTPHPOBABINIHH JEK/IAPAITHIO

POCC RU.0001.1] ®M15 OPI'4H IO CEPTHOHKAIHH ITPONYVKI[HH OFLJECTBO C
OIr'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYXHOH [JEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1., adpec opzana no
cepmupuxayuu: 143581, Mockosckas obnacme, Hempuncxuil paiioH, dep. Jlewxoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 geb-catim: oyxx.pe.

I[EK.JIAPAJ.[HH O COOTBETCTBHU 3APETHCTPHPOBAHA Ne POCC RU I-RO.®MI15.A.01342/18

% 3apreiToBckas H.A.
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Tel: +4 (021) 350 46 40 300 71 80; 300 77 Bt \\ $.C. Rompharm Company $.R.L. - Romania, lifov, 75100 Otopeni, Str. Erailor, Nr. 1A,
Fax: =4 (021) 3504641, E-mail. office@rompharm.rg . GUI RO 14390646, RC: J23/1321/2004

CepriuKar aHATIN3a KOHEYHOTo npenapara Ne 1816251 [ Ko Onauxa: CC-F-139 i
[Tpenapar HexcaTobponr, xanau earasusie. |
BHVTpenuuii kox 013oft-ru !
[Ipoussoacreennas cepusi 1816251
Jlara npoussoacrsa 08.2018
Cojen 1o 08.2021 -
Ne | XapaxTepucTHKH JlonycTHMBbIC YCI0BHS | PesyabTtatl |
! Onucanne Cycnensus 0e10ro Hax no4TH 0e0r0 UBETA, BOIMOKHO COOTBETCTBYET |
NPHCYTCTBHE 0CA/IKa, KOTOPLIit OBICTPO paccenBacTes HpH JICTKOM
B30aTBIBAHHH.
12 nl),’l.'lllllll()CTb
Jlekcamerason Bpems yaepkuBaHiA MHKa OCHOBHOTO Ha XPOMATOrpamMMe COOTBETCTBYCT
HCTIBITYEMOI'0O PAcTBOPA J10JHKHO COOTBCTCTBOBATh BPEMCHH

YACPKHBAHHS OCHOBHOIO ITHKA HA XPOMATOrPaMME CTaHAaPTHOTO
pacTBopa JAeKcaMeTasoHa.

Tobpamuumny Bpems ynepikusania OCHOBHOTO [MKa HA XPOMATOIPaMME COOTBCTCTBYCT
HCTIBITYCMOIO pacTBopa A0JIKHO COOTBCTCTBOBATHL BPCMCHH
YACPIKHBAHHS OCHOBHOIO [THKA HA XPOMATOrPAMME CTALIAPTHOIO
i pacTBopa ToOpaMHLHHA.

benzankonns xnopiaa Bpewms yaepikHBanus JIBYX MUKOB GEH3ATKOHMS XJIOPHIa Ha COOTBETCTBYET f
XPOMATOIpaMMe HCIBITYEMOrQ PacTBOPa JONAHO COOTBETCTBOBATL ‘
BPEMCHH YACP/AKHBAHHA ABYX ITHKOB OCH3ATKOHMS X10PHIa Ha :
XpOMATOrpaMMe CTAHAAPTHOTO pacTBOpa BEH3ANKOHHS XJI0PH 4. ‘

3 OTnocHreasnas Ot 1,004 a0 1,024 r/cn? 1,016 ,

II0THOCTD 5
4 pH Or 5,0 A0 6,0 5.7
5 Pasmep yacriy He Gonbuie 20 yacTuir MOryT HMETh MAKCHMAIbHBI pasmep Gosibile | COOTBETCTBYCT |

25 MKM 1 He Bonee 2 U3 HHX MOTYT HMCTh MAKCHMAJIBHBI pazMep
Oonsie 50 MxM. Hu onna yacTina He Jo/KHA HMETS
MaKCHMAaJIbHbIH pasmep Oounbiie 90 MM,

6 H3snexaemblii 00bem He menee 5 v, 5,14

7 CrepuiibHOCTB [Ipenapat nomkeH ObITh CTCPHIIBHBIM CTCPHJILHBII

8 Pecycnenauposanue [Tpenapat gomxen 6u1TE oAHOPOIHBIM He Mence 30 cek. COOTBCTCTBYCT

0 KosuuecrseHnoe [Hexcavemazona: 0,090 0,110 % (90,0 = 110,0 % or YKazaHHOro 0,102
| olpeneieHne KOJIMUCCTBA Ha 3THKCTKE), :
? Toopavuyuna: 0,270 — 0,330 % (90,0 — 110,0 % or ykasauHoro 0,313 |
: KO/THYCCTBA Ha ITHKCTKE); '
| benzankonua xaopuda: 0,009 -0,011 % (90,0 - 110,0 % or [ 0,0108

YKa3aHHOTO KOJTHYUCCTRA HA ITHKETKE).

10 | PoacrBenHsle npumecn Kaxcdoit undusudyaivnoli npuvecu — e Gosee 1,0 %, 0,12 }

. JleKcaMeTa3oHa Cymma npumeceii — ve Gonee 3,0 %. 0,40
1! PoacTeennbie npumecu Kavicooit undusudvaipnott npuviecu — ue Gonee 2,0 %; <0,05
TOBpaMHIIHA Cyvmva npusteceii — ve Gonee 5.0 %. <0,05
Yunaxoska [lo 5 mn pacrsopa B Genblii NOMHMCPHDBIN (PUAKOH-KANENBHHIlY 3aKPBITLIH MOMIMCPHON KpBILKOH ¢ |

npeaoXpaHHTeNbHbIM KOTbIoM. [To ofHomMy driakoHy-Kane/bHHLIE BMECTE ¢ HHCTPYKLUHEH 110 IIPHMEHEHHIO
B KaPTOHHYIO NaKY.

Mapruposka B coorsercrann ¢ HJL
XpaHeHue B cyxom, 3alHIICHHOM OT CBETA MCCTE, IIPH TeMIIcpaType He sbite 25°C,
TMocne BCKpEITHA (NAKOH CICAYCT XPaHHTH TpH Temneparype He Beiue 257 C 1 HCnoNs308aTh. 8 TEUCHNE 4
[ HE/ICIIb,
Cpox roanocts |3 rona. D
KoneuHblil IPEenapaT cOOTBCTCTBYCT/ He-€OOFBEFEERYET TPCOOBAHHIM cncuncjmxa;;@“n N A

l JIHPeRTOp 0TAeNA N0 KOHTPOJI KaYecTBa | Jlorodary Panyka




‘CUCTEMA CEPTHUOURALINU TOCT P
OEJTEPATTBHOE ATEHTCTBO 0 TEXHHYECKOMY PEI'YIIPOBAHUIO W METPOJIOTHH

e, CEPTUOUKAT COOTBETCTBUA

N2 pocc RO.®M15.C65180

°Gpr,,¢“‘a“v\"‘

CpoOK AeHCIBHS C 25092018 0 ...

Ne 0387363

OPTAH ITO CEPTUOHKALIHUHA

- POCC RU.0001.11 ®M15 OPIAH 10 CEPTH®HKALHH [TPONYKLUHH OBLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA", adpec opzanuzayuu: 115280, 2.
Mocxea, yn. Macmepxoaa, 0. 4, sm. 5, nom. I, kom. 1., adpec opeana no cepmugpuxayuu: 143581, Mocrkosckasn o6n.,
Hempunckuii pation, oep. Jlewikogo, 0. 248, ecmp. 1, men.: (495)640-96-69, (495)787-92-78

IMTPOAVKIIIAA
HMexapcmeennoe cpedcmeo: JexcaTobponm, kantu aaaznvie 5 mn, grakon-kanenvnuyst (1), [ Ko;\E)KE)jE-Z]mMF -
HAYKU KApMOHHbIE, (KIIEC 2008) (OKIII2):

PY Ne JITI-001174 om 11.11.2011 (0ama 3amener PY 12.12.2016) , 21.20.10.261
cepusi 1816251, napmus 17787 ynaxosok, 2oden 00 01.08.2021, HREAT
xoumpaxm Ne 013-2012 om 20.01.2012, unsoiic Ne 0000006325 om 30.08.2018

COOTBETCTBYET TPEBOBAHUSAIM HOPMATHUBHBIX AOKYMEHTOB R
JIT001174-111111 xop TH B3OA
3004200002

U3TOTOBHUTEAD
K.O.Pompapm Komnanu C.PJL, yn. Epounop 14, Omonene, 075100, Pymuinius

CEPTUPHUKAT BLIAAH
000 "POM®APMA", HHH; 7727198973, adpec: 121596, 2. Mockea,yn. I'opbynosa, 0. 2, cmp.
204.Tenegon:8(495)269-00-39

HA OCHOBAHUHM
cepmugpuxam ananusa npouseodumens 1816251 om 29.08.2018, npomokon ucnermanuit Ne H18-04973 om 24.09.2018 000

"HIJIC "Buomexnonozun", ammecmam axxpedumayuu RA.RU.21DM0O4

OINOAHUTEABHAY MHOOPMALIUSA . :
> 5 KODWR.T
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