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OBLIECTRBO C OrpaHNIEHHO OTBETCTBEHHOCTLIO «CTMDOAPM» &
IOpuamnyeckuii anpec: ya. 50 ner [Tuonepni, . 30. . Vkenck, Yamyprekas Pecriybimka, 426033
TTouTosbiil anpec: yi. K. Mapkea, 1. 250, a/s 10106, r. Mokesck, Y amyprekas PecryOmuka, 426008
UHH 7729774809 KIIIT 183101001 OI'PH 1147746696195
P/c 40702810268000011164 ITyGnuHoe aKLMOHEPHoe 00IECTBO «CoepbGank Poccnny
Y amyprekoe otaenerie Ne 8618 r. Mokesck k/c 30101810400000000601 BUK 049401601

PASPELIEHMUE Ne _ 009-2021

HA BEOJ B rpaIaHcKuii oGopor B Poceniickoii deaepatiinn cepri JICKapCTBCHHOTO npenapara

ITozTBEpX/IAI0 COOTBETCTBHE JIEKAPCTBEHHOTO Npenapard, BBO3UMOro B Poccuiickyro ®enepaimio,
TpebOBaHUAM HOPMATHBHOHN TOKYMEHTAIMH, HA OCHOBAHHH KOTOPOH JIeKapCTBEHHBIH TIpenapar OBl
TIPOM3BE/ICH M BBITYINEH B IPpaX/IaHCKuH oboport:

|
|
1
1
{
t

| JlozupoBka 100 mr o - B
Cbgma Bb;ECKa . | ]0 m'r; - yna;oum nqeuxfm;e KOHTYpHBIE (2
r.) - nasikw kaprowmie (0 wt)
Howiep copmn (naprn) Cmet
O6beM cepuH (rmapruu) 19756 ynax. I f
reep——— 072021 ]
rogenmo e [ |
Haumenopanue u aapec nporspoputens (Bee crapum,  COOO «Jlexdapmy», 223141, Murckas obi., 1.
| BIUTIONAs! BEIITYCKAIONIMI KOHTPOJTh KauecTBa) | JToroick, yi. Munckasi, 4. 2A, xomi. 301, Pec- |

~my6unka benmapychk

JICP-005752/09 o 16.07.2009

Eiom_e_p E—Iopmam}moﬁ JIOKYMCHTALIHHA |J IEP-065152@9~16D709LH3~LN91-6 -
COO0O0 «Jlexdapmy, 223141, Munckas 0bi., r.
JToroiick, yir. MuHckad, /. 2A, KOMH. 301, Pec-

‘nmyGinka benapych

HaumeHoBaHHE U aJIpec AepKarelist perucTpannonto-
I'0 yJI0CTOBEPEHHS

VIHONHOMOUEHHOE IO /. g f@é /fﬂ-- 16 Of A0/ Cynemenesa M.T".
o pos-u NeCT-50/2020 0'1'_27..{_1.2020 o ) XHO."IHHCh lara DUO




COBMECTHOE OBLUECTBO C OTPAHHYEHHOM OTBETCTBEHHOCTBIO AEK@ apM®

CTAA "Jlextapm", Byn. Mincxas, 1.2A, nax.301,

223141, r. Jlarofick Minckait Bo6n., Pacny6nika Benapyce,
T/ akc: (01774)33801, e-mail: office@lekpharm.by

p/p BY07PJCB30120108391000000933

y "MMPEIOPEAHK", ATT LIBIT Nel15, BHK ,

YHIT 690303638 , AKITA 29240736

COOQO "Jexdapm", yn. Munckas, 1.2A, xomu.301,
223141 r. Jlorofick Musckoit 061., PecrryBnuka Benapycs,
Ten./fae: (01774)53801, e-mail: office@lekpharm.by

p/c BYO7PJCB30120108391000000933

B "[propGank" OAQ LIBY Nel 15, BHK ,

YHH 690303638 , OKIIO 29240736

IIacnopt Ne 1.03012-21-229

Apneduro
MexnyHapoaHoe HeNaATeNToBaNoe YumudeHosHp Cepus Ne: 2160721
HA3BAHHE (TPYNNHPOBOYHOE HITH
XHMHYECKoe):
Jlexapersennas dopma: TaGnetky, NOKPHITHIC NICHOYHOH 060N04KOI Konuyecrso npoaykra 19756 yn.

B CepHU:

Ho3uposka: 100mr Jara BeInycka; 10.08.2021
@opma BeITIyCKa: B KOHTYpHOIH auelikosoit ynakoske Nel0x2 Tonen no: 0723

MpoussoanTens:

COOQO 'Texgapn', PecniyGnuka benapycs, 223141, Manckas o6nacts, . Jloroick, yin. Muuckas, 2a/4 (Bce cTanin)

Jepxarens PY

COO0O 'lexdpapn', Peciy6nuxa Benapycs, 223141, Munckas o6nacts, r. Jloroiick, yin, Munckas, 2a, 301

PY

Ne JICP-005752/09 ot 16.07.2009 (6eccpournoe)

Haumenosanue HI;

JICP-005752/09-160709, n3m. Ne 1,2,3,4,5,6

JlaTa npon3soacTea:

0721

Hudopmauns o cyberanumuu:

Cepua: 210302
IpoussoaunTtens: Jiangsu Shihua Biotechnology Co. Ltd.

INponseoacTeennas nnomanka: 18# Nanqiulu, Chengehang Industry Gathering Park, Huangtu Town, Jiangyin,

Jiangsu Kuraii

HaumenoBanue nokazares

Tpebosanue HJI

PeS)’J’leaT aHaAJIu3a

Onucanue Kpyrnste 180aK0BBITYKIBIE TAONETKH, TIOKPBITEIE Kpyrnsie 1B0AKOBbITYK/IbIE TADNETKH, NOKPLITEIE
IUIeHOYHOH 0GONOYKOH GEN0ro HAH NOYTH JENIOro LBeTa. | NieHoYHOi 060M04KOH rouTH Georo useTa.
IMo BHEWHEMY BHIY AO/KHE COOTCTCTBOBATD Io BHEWHEMY BHAY COOTBETCTBYIOT TpeloBanuaM I'D
Tpebosanuam ['® X1, uin. 2, ¢. 154 X1, peint. 2, ¢. 154

MonnuHHOCTE Y®-cnekTp noracuieHHA HCIBITYEMOr0 pacTBopa B CootsercTByeT
obnactut o1 230 10 350 HM JOMKHBI HMETL MAKCHMYMBI

- [IpH TeX e ATHHAX BOJIH, 4TO ¥ Y(D-cnexTp pacTBopa

CO ymudeHoBHpa rHIpoOXIIOpHIA
OCHOBHOE MATHO HA XPOMATOrPaMMe HCTIBITYEMOrO CooTsercTBYET
pacTopa A, N0 TIONOAKEHHIO JLO/KHO COOTBETCTBOBATE
NATHY Ha XxpoMarorpamme pacrsopa A COBC
ymudeHOBHpa rHAPOXIOpHIA

Cpennss macca TabneTok H OTKIOHEHHA Cpennas Macca Tabnerox gomiHa Oerrs 296,0 — 328,0 3139 mr

OT cpeaHeil Macchl MT, Or-2%n0+2%
OTKNOHEHHE B Macce OTAebHBIX TalNeTOK OT cpenHel
Maccel fo/mkHo GeITh He Gonee = 5 %

Pactsopenne He mexee 75,0 % (Q) vepes 45 MutyT Ot 98,4 % n0103,4 % (S1)

[TocToponHue npuMecH Ennnnynas npumect — ne Gonee 0,5 %o, Mewnee 0,5 %
Cymma npuMeceii — He Gonee 1,0 % Menee 1,0 %

Mukpobuonoruyeckan YHcToTa - OKA - 10°3 KOE/r <50 KOE/r
- QKT - 10"2 KOE/r < 10 KOE/r
- Escherichia coli - otcyreteue B 1 r He obnapyxenos 1 r

KonuuectseHHoe onpenencHue Ot 95,0 10 105,0 mr 102,4 mr

VYnakoexa To 10 unn 20 TabneTok B KOMTYPHYIO sueiikonyto o 10 TabneToK B KOHTYPHYIO SHEITKOBYIO YIIAKOBKY W3
YN2KOBKY M3 TUICHKH NMONHBHHHAXACpHAHO# no [OCT ruenkd nonusHHAnxnopuatoil no 'OCT 25250-88 u
25250-88 u doneru amomunHesoi no TY donsru amomunnesoit no TY 1811-002-45094918-57. 2

1811-002-45094918-97.1, 2, 3 unu 4 KOHTYpHbIE
A4efikoBoi ynakoexu no 10 Tabnerok BmecTe ¢
HHCTPYKIKEH M0 MPHMEHSHHIO NOMENIAIOT B Ma4Ky U3
kaptona no FOCT 7933-89. TpaHcnopTHas Tapa B
cooreetctere ¢ FOCT 17768-90

KOHTYpHEIE A4eiKOBBIC YMAKOBKH BMECTE C HHCTPYKLUHEH
110 [PHMEHEHHIO NMOMEIICHBI B [TA4KY W3 KAPTOHA 110
T'OCT 7933-89. TpaucnopTHad Tapa B COOTBETCTRHE C
I'OCT 17768-90

Apnedmo tabnaerky r/o 100 mr Nel0x2, Pocens, 2160721, L03012-21-229
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Mapkuposka
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Ha pyccxom g3bixke na KOHTYDHOH A4efikoBo# ynakosxe
YKa3bIBAIOT: Ha3BaHHe, CTpaHy
PEANPHATHA-HITOTOBHTESA H ero TOBADHBIC 3HAKM (
Jlex@apm®), Hassanue npenapata, MHH, nosuposky,
JIEKaPCTBEHHYIO (opMy, Homep CEPHH, CpoK
reanocTd. Ha pycekom assixe na mayke KapTOHHOI
YKA3BIBAIOT: HAa3BaNHe npesn PHATHA-H3rOTOBUTENS,
PEKBH3HTE (ampec, Tenedon, daxe, e-mail) u ero
TOB2PHbIE 3HakH (Jlekhapm®), nazsaupe npenapara,
MHH, JleKapeTBEHHYIO GopMmy, A03HPOBKY, conepicanie
AKTHBHOTO KOMIOHEeHTa Ha ONIHY TabnerKy B mr,
KOTHYECTBO Talnetok, «IIpoTusoBHpycHOE H
HMMYHOMOIYTHpYIOIEe cpenctson, «OT IMPOCTY IBI,
T'PHITIA, TEPIECA, BPOHXHTA», «XPaHHTb B
HCIOCTYNHOM [ feteii MecTe.», «/lns npuema
BHYIPb», «B cocras npenapara BXOIHT N1aKTO351
MOHOTHIAPaT, yenosus XPAHEHHA, HOMED cepu,
«"OJIEH JO», PErHCTPALHOHHEI HOMED, yCnopus
OTNYCKA H3 anTek, WTpux-kog, BHYTpeHHHIT K04 rauky
H TexHonoriyeckui wrpnx-kom Ha KAPTOHHYIO Nayky
MOTYT HAHOCHTBCR cpeacTna HICHTA(DHKALMY CHCTeMb!
MOHHTOPHHIE IBIDKCHUA NeKapCTBetIbix npenaparos
(aBymepEIH wTpHxoBol KO ¥ apyrue)

Ha pycckom sssixe na KOHTYpHOH a4eltkoBOi ynakoske
YKa32HO: Ha3BaHKe, CTpana NPCANPHATHA-H3rOTOBHTE S
1 ero Tobapusie 3naky (Jlekdapm®), Hassaume
npenapara, MHH, nosuposia, NeKapcTBeHBan hopua,
HOMED CepHH, CPOK rofHoCTH.

Ha pyccrom assixe na naue KAPTOHHON YKa3aHO!
Has3BaHue TPEANPHATHA-HTOTOBKTE/IA, PEKBHIHTH!
(ampec, Tenedon, daxc, e-mail) u ero TOBapHLIE 3HAKH
(Mexdapm®), naspanue npenapara, MHH,
eKapCTaCHHaA (hopma, A03MpoBKa, conepxanme
KTHBHOTO KOMNOHEHTA Ha ofHy TabneTky B Mr,
KOIMYECTBO TabneTok, «IIpotusoBupycHoe 1
HMMYHOMOZYIHpYIOwWmEe epenctson, «OT [IPOCTY Ikl
TPHUITIIA, T EPIIECA, BPOHXHT Ay, «XpakuTs B
HENIOCTYITHOM 1N metei MeCTE.», «[Ins npuema BHYTDb»,
«B cocTas npenapara BXOMHT J1aKTO3bI MOHOTHADATY,
YCIOBHE XDAHEHHA, HOMeEp Cepuy, «"OJIEH JIO»,
PErHCTpaLHOHHEIT HOMED, yenoBus OTMYCKA U3 anTex,
LWTPHX-KOA, BHYTPEHHMH KOA NauKky TEXHOIOTHYECKHil
WITPHX-XOLL. Ha KapToHHY0 mauky nameceno cpeacTso
HACHTH(HKALKH CHCTEMR] MOHHTOPHHIA MBMKEHUS
JICKApCTBEHHBIX NpenapaTos (nByMepHEI WTPHXOBOH
Koz)

YCIOBHA XpaHeHus

XpaHuTs npy TeMneparype He seime 25°C

EPOK roIHOCTH

2 rona

3AICJHO‘£EHPIE:Apne¢mo, TA00ETKH HOKPBITLIC MLICHO4HOH 060104 K0, 100 Mmr cepH
Tpeboranuam JICP-OI]57521’09-1607G9,

Havamsuuk OKK:

Ham. Nel.2.3.4.5.6

10.08.2021
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Apnedumo Tabnetku /o 100 mr Ne

10x2. Poceus. 2160721 1.030172-21-990



