[poayxT Ne:

CEPTHOUKAT AHAJI3A

Tpenapat: ©remoxcus Comorab®™, tabnerin aucneprapyemsie, 1000 mr
HMponznoaurens ADC: Jleperun C.A., Menanns
Homep cepun ADC: V435781

Hpoussonntens vepacdacorannero npoayeTa: Xaynr ®apma Jlatuna C.p.JL.,
Hramua
Hepeuanan ynaxoska: Xaynr Qapma Jlatera C.p.J1., Hrams
Bropuynas ynaxenxa: Xaynr ®apva Jlatuma C.p.JT, Hramms

Cepus No: F6931200
Hara srimycka:  20/06/2025

AMOKCH HEITRU 1000 MI" TABIIETKH JHCIEPTHPYEMLIE 20 HA
Jata npouzsofcrsa
Crenmbuxanmg Ne:

30/04/2025
RSPAMDO2F

§

Hacrﬂﬂ:IEEEM no,umepxc,n;dEM, HTO HH}ICEH_QEEEJIBHHEH }E[tjmpMan;I-Iﬂ yKasaﬂa Kappex'mo:
H COOTBETCTBYET HOPMATHBHOM noxkyMerTauuu (HJT) JIC-001852-140125. '
TlokasaTe/n, METOAM! Creundnkauns | PesynsTaTsl

Oniecanue, Tabmerkn ot Gemoro  poCooTeeTcTeyer.

BH3yanss CBETNO-KENTOTD ugera,Tabnerss  Gemoro  umera,
oBansHOM (hopmEr ClOBANMLHOI thopme ol
HIOTOTHTIOM tupnist HITOTOTHTIOM hHpMEL 2
rpaBupoBkoil  Ha  oaxofiirparrposkol «236» Ha onHOl
CTOPOHE " PHCKDIL,CTOPOHS i prckoil,
pazneromei TalneTKy|pasfenaimeii TabneTky
[OM0/1aM, Ha ApYTol CTOPOHE, [onofam, Ha ApYToH cropone.
["pasupoRKa;

Tabnerru 125 Mr—«231»
Tabrerku 250 Mr— «232»
TaGnerrn 500 Mr— ¢234»
Tabnerxn 1000 mr— «236» !

[lopnHHHOCTE, Bpema yRepKusaHHACOOTRETCTBYET.

BIMX OCHOBHOIO nHKa HaBpemMa YASPIKHBAHNA
XPOMATOTPAMME HCIIEITYEMOTO|0CHOBHOTO nHKa Ha
pacTeEOpa JOMKHOXPOMATOIPAMME HCMBITYEMOTD
COOTBETCTBOBATE  BPEMEHH|PACTEODA COOTBETCTRYET|
Y HEPHCHBA N OCHOBHOTO[BDEMEHH YACpIKHBAHES
Mika  Ha  XpPOMAaTOrpAMMEOCHORHOTO MK 3
CTARNAPTHOO pacTBOpAXPOMATOrpaAMME
AMOKCHLMIITIHA, CTAHMAPTHOrO pacTsopa

AMOKCHLIULTHHE.

PacnagaeMocTs?, He Gonee 3 Muw COOTBETCTBYET.

Eap. ©Lapm. wn ['@ PO e6e.

R L7

TucnepcHocTh?, He menee 98 % wactun, - - |Coorretcrayer.

Esp. Dapm. wiu IO PO |100 %

O0JGKHEL TPOHTH 9epea ﬂHTcr
710 MM ;

o CoorseTcTByET %

Pacteopenne??, 80 % Q 3a 30 MuH | )
LEnp. Dapm. mnu T'd PO - |X He nposonnnu
PojcTEEHHEIE IpUMecH, - ~\CootsércTayer.
B = : ‘
= AMOKeHUNINOHORAZ kKHcnoty/ 6-APA He Gonee 1,2 % “rl 0,3%
- AMoxenurnana-2(R+8)-nunepasnn-2,5-nion |[He Gonee 1,0 % 10,1%
- AMOKCHUMANHHA  [HMep,  OTkpbrtetii  mHe Gonee 1.3 % 0,5 %
SAKPBITEIH
- AmokcuumniMHA  TpHMEp, oTkpeTmit  wHHe Gomee 1,0 % 0,0 %
SAKPRITELH
- Jwbaa epuuryHan HeHgcaTnhrIuporanHaHe Gonee 1,0 % 0,0 %
[PHMECE (TPOLYKT pas/ioeHH) :
- Cymma eIMHWYHBIX HeHAeHTHRHUHpoBaHHbx|He Gomee 1,0 % 0,0 %
npHMeceit (MpoayxTos painoxeHu)y)
- Cymwma npumecelt (nponykros pasnowkesi)  |He Gonee 3.0 % 1,0 %
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CEPTHOUKAT AHAJTIHA3A

Tipenapar: DIeMOKCHH Comota6®, tabneTru aucneprupyemere, 1000 Mr
[pouzsoauTens ADC: JlepeTun C.A., Hermamss

Homep cepun AOC: V435781

MponzeoAuTel: HepachACOBANHOIO NPOAYKTA: Kayrr @apma Jlarasa C.pJL,
Hranmua

TMepenunas ynaxosxa: Xaynt Gapua Jlarisa C.p.JL, Hramis

Bropuuman ynaroria: Xaynt Qapua Jlatnug C.pJL, Hranas

Tlpomysr Ne: AMOKCH YEI RU 1000 MT" TABJIETKH JTUCIIEPTHPYEMBIE 20 HA

Cepua Na; F&931200 IlaTa npoH3BoncTEA 30/04/2025
Tlata semycxa:  20/06/2025 Crietdamcarts Ne: RSPAMDO2ZF
(OAHOpONHOCTE A03HpOBaHHA") B cooTBETCTBHHOOTECTCTRYET,
Esp. ®apM. (crocoG 2) i TP PP ¢ TpeBoBAHUAME
MicpofuoornyecKas uncToTa*Y . |Cootsercrayer TpeGoBaHHAMCOOTBETCTRYCT.
(HeBOAHbIE TIPENAPATRT /1A PHEMA BHYTPE) ru Kareropust 3A. 0 CooTBETCTRYET
Esp. ®apm. wma I'® PO X He mpoBofsn
[lpu BHIMOMHEHHH PEsyibTATE
cneyrome:
BriaepAHBAET HCTIRITAHHE
MikpoBuonorHiecKan
qCTOTA O3HAUAET:
- OYAM: < 1000 KOE/r
- QUL < 100 KOE/r
- E. Coli: oteytersyeTn I T
KoanceTBEHH0e Olpefenenie Or 93% mo 105% onCooTReTcTBYET.
BIMX 3AABISHHOTO conepranyn?9 Yo

AMOKCHIHIIHHA

* Buryckaomyil KOHTPOAR KauecTBa MO HOKE3ATEILIM «PacragaeMocTsy, «IHCTIEPCHOCTRY, (PACTBOPEHHEN,
«MuKpOSHONOTHHECKAR HUCTOTA) TPOH3BOAMTCNEM MPOBOAHTCH B coOTBETCTBHH ¢ TpeGosanwsMH EBponeiicroii
DapMaroneH. [Ipn KOHTPONE Ka4ecTRa Npenapata B Poccuiickoil Pefepatiy JOMYCKAETCA ONPEAEISHNE Y KAIARNLIX
roxazareneil B COOTBETCTBIH cO cTaThami ['® PO,

I'h PD — conunkn B HopMaTusHol AOKYMEHTALIHY TPHECISHEL HA r'd P X1V,

#% Hopnbl TPHECAEHE 10 COCTORHMED HA CPOK FOXHOCTH NEKApPCTEEHHOTO Npenapara.

1) Kourposs o faHHOMY [OKA3aTemio HE ABMASTCA PyTHHHBM H MOWET OTCYTCTRORATL B CEpTHRHUKATE aHANHIA,
UacToTa KOHTPOI YCTAHABNHBASTCA TexHHEecKol foKyMenTauHel MpenpHATHA-HIIOTORHTCLA.

2) Tapametp sionosen Kovnaunell B cOOTHETCTEHMH CO CTHAIPTAME, npuagTHME 8 Poccwiickoll Qesepalny
K CT2HAApPTHIAUMK JAHHOI NEKapCTBECHHON GOPMBI, i MOJKET OTCYTCTBOBATE B cepTHduKaTe AHATMEA 3apyGekHOro
HPOHIBOIMTENL

3) HernmiTarie NpoBofiT TONLKO IpH BEIILYCKS.

Tasuod Janmayuo /modnuce/ Tlata: 23 wona 2025 2.
V oIHOMOUEHHOE THI0 (v, (hamitus, O/IHCE)

[ramn: Jasun Jaamaumno
Vinomiomogennoe muo (YJD Ut
XaynT ®apma JlaTusa ¢.p.JL., C EAHHCTBSHHLIM £ e
JepikaTeneM NONH, NOLTSHAIIHM YIPaBICHITe f a2
W KOOPIHHALHA CO CTOPOHEL KOMTIaHHK L2 sl
Aenosa Nondunz TMEX B




Xaynr apma Jlaruna C.p.J1. 55.156 Montn Jlenuuu kv 47,600 04100 Bopko Can-Mumens

Ilpunoxenue 1: [donmonsutensnasa nedopmanms K cepTHQUKRATY aHAIH3IA Tpenapara
Daemoxenn Comoras®, 1000 mr: Homep cepun: F6931200

Hoxazatens Crenuduranus PesynetaTe
YIIAKOBKA Tatnetkn mucneprupyemetle 1235 mr, 250 mr, | CooTeeTCTBYET.
500 mr, 1000 mr — o 5 Tafnetox B Gnuctepe w3 | Tabnetkn aucneprupyemsic®
OOAUBMHWTXIOPHAROH mneHkd ®  donsry | o 125 mr,
amomMuHaHeBol. I[lo4 Gaucrepa smecte c|o 250 mr,
HHCTPYKUWER [0 NpHMeHeHuo B xaprosHHod | o 500 mr,
mayKe. X 1000 mr
-no 5tabnerox B Bnucrepe w3
OONUBHHKDUIOPAHON TNNeHKH 0 QONErA
amomuuneroil. Ilo4 Gmuctepa BMecte ¢
MHCTPYKUHEH 0 NPHMEHEHIIO B KapTOHHOH
nayke. :
¥ MapkupyloT, 8C/I IPHMEHHMO
MAPKHPOBKA | Ha &nucmepe na pycexom azerce viaswagiom. | COOTRETCTRYET ClieAVIOMIEMY:

TOProBOE  HAHMGHOBEHUE
HpeaynpeLrTekioi

npenaparta ¢
MAPKHpORKOHT =
MENKAYHAPOAHOE HEMATEHTOBAHHOE
HAHMEHOBaHHE, JO3MPOBKY, JEKAPCTBEHHYIO
thopMy, TOTOTHI BAAAENbLA PETHCTPALMOHHOTO
yaocToBepenHs (rpadideckoe H200pmKeHHE |
nHanmick  «CHEPLAPHARM»  Byxsamn
maTHHCKore andasWTd), HOMEp CepHHM B
penakiin «Cepusty, AaTy NPONIBOACTEE, CPOK
rogHocty B pemakuui: «ofed nomy, MOryT
ﬁbl'l'h yimﬂ.f-{hl 3aB0ACKHNE KOAElI YTIAKOBKH,

Ha  kapmonnofl _nauke  HQ pycokoM  Aasike
YEAZIGAIOM

TOProBROE  HAHMEHOBAHME
TPEeLYNpPeHTENbHOH
MEXIyHapOIHOe

npeHapaTta  ©
MapRHPOBKGH &

HOIIATEHTORAHHOE
HAMMEHOBAHHE, JISKAPCTBEHHYI0 opMy B
POOHTENBHOM Ta;ewe, J03IApoRKY, «[lia
TpHCMA BHYTPE»; HadBaHHe W COAepkaHHe
NeHCTRYIOMEro  BEMISCTBA M [EpEdeHb
BCIOMOTATENBHEIX  BEIIECTE; _ KOMMYECTEO
1a6eTOK B YIAKOBKE, rpadHuecKuil PHCYHOK,
HITOCTPHPYIOnMiE  crnocof -~ MpHMeHeHHA;
YCNOBMS  XpaHeHMs,  YCNOBMA | OTOyCKa,
NpejyNpeanTelLbHble HANMHCH | «XPaHuTh B
HENOCTYIHOM JUTA  JeTelt seoten, «Cnocod
MPHMEHEHAA | [036], CM. HHCTRYKLITON, l-lQM‘Ep‘
cepHH B pelakuuu  «Cepmay, O paTy
MPOH3IBOACTEA, CPOK TOHOCTH B PEfKUME:
«lofen now, HassaHWe, afpec W CTpady
NPOM3BOAMTENS, Ha3BaWWe, AAPEC W CTpany
BAAJIENkIE PETHCTPAUHOHHOID YA0CTOBSPEHYS,
era forotHn (rpaguueckoe H3OBpasKeHHE H
Hapmuee «CHEPLAPHARMb» B nse crpoku

Oyssamu  JjatiEckoro  andiasura), HOMep | YAOCTOBEpeHNA, ero norotun (rpaduveckos
PerucTpalHOHEOTO yhocToBepenns, | Hzobpamenne u HEUTHCE
ITPHX-KOM; MOTYT OwniTe ykasasel sasonciue | «CHEPLAPHARM» ® mse crporn Gyxsamu
KONH  YNAKOBKH M KpAEBElE  METKH, | JATHHCROTO andasnra), HOMEp

Ha Bruemepe na pyeckom sawiKe yEazano:
TOFIPOBQE HAMMEHOBAHHE npenapara c
NpefynpenHTensHOR  Mapkupomkoit &
MEIKIY HADOATIOE HETATEHTORAHHOE
HAHMCHOBAANE, NOIHPOBKA, NEKAPCTBEHHAA
thopma, JIOTOTHI BiIafensUa
PETHCTPAIHOHACTO YHOCTOREDEHHs
(rpadrdeckoe  HIOOpAXKEHHE M HAANMCE
«CHEPLAPHARM» 6Oykpamu JaTHHCKOrO
andaBuTa), HOMEpP CepHH B PEEKLHH
«Cepisi», [aTA  DPOMIBOACTBA,  CPOX
rogHocTH B pemakumn:  «logen o,
3ABOJICKHE KO/B! YNAKOBKH,

&g Kﬂp}ﬂﬂﬂyﬂﬁ HauKe Hd PYCCKOM  A3BIKE

YKazdHo,

TOpProBoe  HaHME@HOBaHWC  npefidpara ¢
Npelynpeaurenstoi mapxupoRkol ¥
MeXAYHapoaHoe HENATEHTORAHHOE

HaHMMEHOBAHWE, NeKapcTREHHAH (opMa B
POOHTENEHOM TIAjeNe, [03upoBka, «Ilos
NpHEMA BHYTDPE»; HAIBAHME I COMCPICAHNE
OSHCTRYIOIETO  BemiecTea M MepetetL
BCIOMOTATE/BHLIX  BEIIECTR;  KDJHHECTBO
TABAETOK B YNAKOEKE; rpadHYeCKHH PHCYHOK,
HIOCTpHpYIOMEH  cioco8  MpHMEHeHH:;
ychoBust  XpaAHEHHA, YCIOBHA  OTHYCKE,
NPENYTPENHTENbHbIE HaAnHeH «XPaHHTL B
HeNOCTYIIHOM AMd gereii mecres, «Cnocob
NPHMEHEHUA M 03k, CM. HHCTPYKILHION,
HoMep cepum B pejawiyy «CepHsm, marta
HPOM3BONCTRA, CPOK TOMHOCTH B Pefakiliu:
«logen fo:, HalpaHMe, afpec M cipasa
NPOM3BOAMTENA; Ha3RaHWe, alpec W CTpaHa
BIAIENbIA PErHCTPALHOHHOIO

Crpanvng 1 03 2

Knacendurauna — TOJIEKO OI1A BHY TFEHHETO MOJIE30BA S



[lokazatens Creundurcanss PesyneTaThl |
PacrnionojeHie  3aBOACKIX  KOLOB H | pErHCTpalHOHHOTO YIOCTOBEPEHMI,
mocepMilHEIX  OAHHBIX HA  KOMMEpYeCKOH | IITPHX-KOJL 3aBOJCKHS KOJih! YOAKORKH.
YTAKOBKE MOKET HIMEHATRCA. Hauecesa uHGOpMalpA @nmd MOHWTOPHHIE
Hanocntes HHGODMAIMA UL MOHWTODHHTR | NBIOKEHMT JNCKAPCTREHHOrO Ipenapata of
JBWKEHHS JIEKAPCTBEHHOIO Mperapara  OT | MPOM3IBOIHTENA KO KOHEYHOro NOTPeGuTeN .
NpOM3BOIMTENR IO KOHEHHOro moTpeburend: [noBankHe  MACHTHOHKALMOHART HOMEp
rnoGaneublif  mueHTR(HKAIWMOHHENT  HOMEp | TOprosoil € [{HFLIB] (GTIN),
toproseit epuruiEr (GTIN), WHOMEH LY ATEHRET | HHAMBHIY albHELH cepuliHmit HOMED
cepHIAHEIH HOMEp RTOPH4HOi | BTOpHYHOH {notpeGuTensekol) YNaKoBKH
(moTpedHTensCKoi) YTaKOBKH (CH), | (CH), AsyMepHEiii IITPHXOBOH KOA.
[BYMEpPHEL WTPHXOBOH KO/L ‘
CPOK 5 jier. CooTEETCTBYET,
TOOTHOCTH 5 ner.
[lata npoussoscTea: 30/04/2025
Tlara oKoHYaHUT cpoka ropHocTH: 03/2030
XPAHEHUE. XpaHuTR MpH TEMOEPaType He BEIIS 25°C. COOTRETCTEYET.
XpauKTs pH TeMIepaType He Baime 25°C,

HacTofmmynM HOITREPINACM, IO HHMENpHBEfeHHas wuGopManui yKasana KOPpeKTHO
J COOTBETCTRYET HOpMaTHBHOH HoxymenTanuy (HID) JIC-001852-140125.

HacToamaM IOXTREIKIA0, 9T0 BEIIEY KasanHas HH)OpMalis ABJACTCA JIOCTOREPHON 1 TOUHOH.
Jlanuas cepds TWpenaparta TNPOM3BEAEHA, BKMOUAL YNAKOBKY X KOHTPOIIL KauecTna,
HA BRILEYKa3aHHol TITOMAfKe B [IOJHOM COOTBETCTBHH C tpeboparnamy GMP MmecTHOTO
perynHpYIOLIEro Opraia i HOpMaTHBHOK noxymenrarmeit (HIT) JIC-001852-140125.
BEUTH TIPOBEPEHEl IPOTOKONE! 06paloTKH, YNAKOBKU H AHAIM3A CEPHY, KOTODLIC IPH3HAHEI
coorseTeTRyIomMMH Tpefosarmam GMP EADC.
OTKIOHEHNS, ECITH OHN HMENH MecTo, OBITH paceie/JOBAHE] ¥ YCISIIHO yCTPAHCHRL.

Tasud Hanvayuo /nodnucs/ Tata: 23 wons 2025 2.
Vo THOMOYEHHOE THT0 (MMs, GaMHIIHS, TIOAIHCE)

Mitamn: Jasug Jaamanuo
Ynonunovouennoe guuo (YJI)

Kaynrt Mapma JlaTHHA C.p.J1L, € SAHHCTEEHHREIM
NEpIATEEM MO, NOINEKAIM YIPABISHI
H KOOPAHHALIHH CO CTOPOHEL KOMIAHUH
Aenosa Xondunz TmeX

Crpansng 2 13 2
Knaceudurauis — TONLKO JITA BHYTPEHHEID TIOJL30BAHKS



