Tesmnep Hramea €.p.n. Bua Jlens Higayerpa 220061 Kapyrare (Munaw) Hrams

_aeno a

Hanmenoranne npenapaTa C apU
m 3

Cynno3uTOpHA B CTpUIE

Pazmep o THIT YHAKOBIKH i

Homep SAP ¢ 40038013
Jeieraynmee BelllecTRO : HatamMuiu
Astopniosanpas cTpana efinma : Poconn

HopmaTtusssii goxymeHT

Hazmawnie u cTpaHa
nponssopuTens ARC

Hassanus, agpeca Beex
NPOHZBUACTEEHHEIX MAOMANDK i

WI0MEI0 K KUATPOJA KaecTsa (Munaw), Hrams
Homep Jimessns v aM-46/2024
Howmep cepun : 26A75

Iiara MpOMIBOACTES ¢ 20-01-2026

1 N013552/01-050825, mamencrne M 1

MAMA®YLHH®, CYNIO3UTOPHA BATUHAJLHBIE, 100 wr

B amoMuEHeBoi  DoNbTH,

JaMEHEDOBARAOH NONMSTUNeHOBOH mexKol, B nayKe kKapToHACH

Homep cepuu : 2307394457

OCM @y Cremuanvtas B.B., Hupepnasms:

Temmnep Hramwa C.put, Bma Jems Humyctpw 2, 20061 Kapyrare

Pasmep cepnm @ 17,760

JaTa nETedeHns cPOKa rOAHOCTH | 122027

HacToammM § YIOCTOBEPSIO, UIO BOE JTAllEl MPOH3BOJCTR STOH
cepHE roToBOro mpenapara OBl POBEREHEl B IIOIHOM
coorseTcteEn ¢ Tpebosamwamu EC orHocmtensEo GMP
(Harexameit MPOMBBONCTRSHHON MpPaKTvK) B ¢ TpeGOBAHUAME
perscTpamMoRRoTo(kX)  ynecrobepemms(i)  cTpaEBI/CTpaH
Haspavenwns. Ceprsi COOTBETCTBYET COINACORARHON ClICIHbUKAIME
¥ Oblla BHOIYINEHA YUONHOMOYCHHBIM MNHIIOM A OTIpPaBKH,
TIPOJIANKH ¥ PA3MELICHHAS Ha PEIHKE.

TEMMJIEP UTAJHA C.p..
J-p Maprusa @yHEIapoTTo
PYKOBOMMTENS OTIENa Oepalil o Ka4ecTBy
¥ YIOMHOMOYSHHEOE JTHI0
/nodmucs! 19/02/2026

“Teasinep Hramsa C.p.i.

B Jens Mumyctpi 2

20061 Kapyrate (Vnnas)

Mramm

Teneqow: +39 02 9250 341

Dake: +39 02 9250 3422
05348880963ri@legal mail.it
WiVIV.aenova-group:com

Homep i peecTpe axoHosrecxkoil n
anpuEucTaTHnHOl THGOPMALH [O:
npeanpraribm MI-1814493
Mapko- ansuonsrep

TTpETinenT I HCHonHITrensHE
AMpEKTIp

Kon sanoronnaTensmLga i HOMep 8
Pescpe npennpurnii Mungsa
05344880963

FeTanunit kamran

5,510 000 ¢apo, orns=enssll

;.nnnmmm .
Tloanemr HaBmoAeHNO

ROOPANHALHIL CO CTOPOHET KOMIBEHMIL
Aauosa Xonmmr FniX
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Ceprrpuxar anannza

aenoa

Temsnep Hramua C.p.n_. Bua Meas Hraycrpn 2 20061 Kapyrare (Msian) Hrams

IIMMADYITHH®, CYIIIO3ATOPHN BATHHAJIGHBIE, 100 mr

Haumenosanue HpenapaTa : 3IRY

" ‘ . . M0 3 cymmoswTophs B CIDHNE W3 eMOMWHHEBOH  homerm,
Paamep y Tim ynaxosicn " NaMWHHPOBAHHOI nonvsTENCHOBOR eHKOHN, B NaYKe KapTOHHOI
Homep SAP : 40038013
HelicTRyolies BEINECTED + Haramumma Hontep cepum : 2307394457
ABTOpH3OBaHHas ¢Tpaia chbiTa : Poccun
HopmaTusasii noxyment : TIN013552/01-050825, mamenenye Mo 1
Hassanwe 1 cTpana e ‘ . "
nponasopuTens ADC ¢ ICM @yn Cnemmanutua B.B,, Hapepranm

Hazsauus, agpeca peex

IPOHSBOACTREHHLIX NMOMAROR W - Temmnep Wramma Cpai, Bua fems Hugycrpn 2, 20061 Kapyrare

N0 A0K KOHTPOIS KauecTsa (Mrtan), Bramus

Homep munenzin ; ¢ aM-46/2024

Homep cepuu : 26A75 ‘ Pasmep cepun © 17,760

AaTa npouseoncTea : 20-01-2026 Hara ncreuenus cpoxa roguocra ;12 2027

HenniTysmeie nokaznTeny Creundmenmi PesynbTaTh Epuurmge Merans
H3MEepenns

MHUKPOBHOAOFHYECKASA

HUCTOTA Kareropun 2 , MOQG2

(= coors; ¢ Esp. @.)

OBimee 4Hea0 E3poGupy 4 ) e

MiKpooprasusMos (OUAM) =10 o

Ofniee WHCI0 ABOACKEBEX B 3 = "

nnecHestx rprgos (OY M) =10 L

STAPHYLOCOCCUS AUREUS  Oreyrerayior - KOE/r

PSEUDOMONAS AERUGINOSA  Orcyrersyior - KOE/r

CANDIDA ALBICANS Orcyrersyior = KOE/r

ONHCAHHE Cynnosuropay Cooraercrayer. - C34104561FP

(Busyanemsii) Toprigaosnanoil dopmel oT Cymasuropm

Genord ¢ EETTOBETHIM TOPOENOBUIHOL
OTTCHKOM A0 cBeT/io- (iopMel
MEATOCO HBeTs,

[ Genora ¢
MENTOBATERN
DTTEHKOM ORETA

[0 ceernosxenroro
upetTa

143



Henurryemsie NOKA3ATEM Crennduxamn PesyauTaThl Emssunkt Merons
: HIMepeHHn
Ha mnposoaskom  cpese COOTBCTGTRYET. -
cynmoskTopkAa  mofmusr Ha NPOICTHHOM
OTCYTCTEOBATE cpele CynmoItopht
NOCTOPOHHKE BIUTIOHCHIS W OTCYTCTRYOT
He  JIOWKHO BriTs MOCTOpOHHYE
BRpaTieHHiL Ha sicnioyeHus
MPOAGHAEHOM Cpele BEPANNCHHT.
JomyckaeTes BENHHKE
BOSZYIMIHOTO: CTEpMEHL HIH
BOpOHKOOOpasHOTD
O Bospyurszit
CTEpHEHR
E Boporroofpasuoe
yriyGneHue.
NOAJIAHHOCTE (BSMX) C34104561FP
HATAMHLIHH Bpessi  ynepicupanng B CDOTRCTETSYET. -
'BRICOTA DCHOBHOTO MMHKA HA
KpOMATOTpaMME
HCORITYEMOTO  PACTBORE
JonacHEL COOTRETCTBEORATE
BpeMeny YACPHHBIAHAA
(£02mum) ©u BHEOTE
OCHOBROTO TS Ha
APOMATOrPAMME
CTARAMpTHOTO  PACTEOPE
HATAMULIHE
KOMHAYECTEBEHHOE C34104561FF
ONPE/IEJIEHME (BHX) |
HATAMMITMH =95,0=105,0 99,7 Mr/cyTnmozuTopnii
OAHOFOIHOCTE B ¢OOTRETCTEHE ¢ CooTHETCTBYCT. - C34104561FP
HO3HPOBAHHA “TpefoBaERANH:
(w coots. ¢ Eep. ]
BPEMSL TOJHOH =60 CooTaeTcTRyer. MHH C34104561FP
JECGOPMAIMIL
{5 coore. c Esp. @)
PASMEP WACTHI] C34104561FP
{n coorm: ¢ Esp. ©.) )
<25 MEM: =80 100 Ya
<50 MEM =95 100 Y%
POACTBEHHBIE NFUMECH C34104561FF
X2 21,5 0.5 %
X3 =L0 63 %
X4 e =15 0.6 %
JHOBASA E[IMHHIHAA <02 0.1 %o
HEHIEHTHPHLHPOBAHEAR
IMPHMECE .
CYMMA TPHMECEH 1,8 %
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HenniTysavsie nokasareny Creundiuicsg PeayneTaTsi Enuunus MeTogn
HIMepeRHsa

MEHOOEPA3OBAHHME * =180 18,5 MI C34104561FP

(Brsyansuniiy

pH 250565 56 - C34104561FP

(= coors, ¢ Eap, B}

BORA =13 0.5 % C34104561FP

(2 ¢oote. ¢ Eap, @ Metog
K. ®umepa)

Tprvesamys:

B cootsereTenn ¢ EopMaTHBEEM HORYMEHTOM.

Crenuduranys NpeficTagNesa B COOTBETCTINM &

JiexapeTentol Gopmet B Poccriickoii Degepaim,

MOMET OTIMYATECH OT TiEpedEs nokasarenci B

YkasaHbl Ha KOHel| cpoka roauocTi. B ceprupukate

TpeboBaHHAME K CTAHIADTHIANME AZHHOM

U NpencTaRnenHsill nepenens nokasarened

ceprutukare gRanma xomnamwd. Hopwms

AHANHIA YKASAHL HOPMEL [P BEIITYCKE.

Mesenzep mo kouTpoMD KavecTsa: s, dararuz, dama u nadrucs)

ITranm:

TEMMITEP UTAJIHA C.p.i.

J-p abuo Yambpore

Menemxrep mo KOHTPOIIIO: KadecTRa
H 3aMECTHTENE YIOMHOMOYEEHOTO IHIA

/nodnucs/f7.02.

2026




aceno.

Tewwtep Franua C.p.a. Bra feas Hugycrpu 2 20061 Kapyrare (Mums) Hramis

a

HanvenosaHue OpenapaTa

Fazmep 1 TuI YIAKOBKH

Homep SAP

HeficTeyi0mes BellleCTRO

ABRTOpPHZOBANHAN ¢TPaHa cOBITa
HopmaTHBEE faKyMenT

Hassanwe n-cTpana
npomssogaTens APC

Haseapus, agpeca scex
NpoON3BOACTBEHHEIX MIOINAJ0K H !
MINIAROK KOHTPOAS KaqecTea

MAMADYINH®, CYIIINO3ATOPHHN BATHHANBHEIE, 100 mr

* 3RU
mo 3 cynmozMTopHA B

CTpHEE

NeMHHMPOBAHHOH NONHITHIEHOBOH MeHKoH, B I24Ke KaPTOHEOMN

40038013

Haramuous

: Poccus
: IIN013552/01-050825, mmenenne Ne 1

Homep cepmn

: JCM Pyn Cnemuanwrns B.B., Hazepnasast

W3 amomuHEeEOH  domsry,

2307394457

Temmnep Wranua Cipan, Bua Hens Hunyetpw 2, 20061 Kapyrare

(Munau), Uraman

Homep JAnuensii : aM-46/2024
Homep cepuu 1 26AT73 Pasmep cepuu ;17,760
Jara npouwssoncrea 1 20-01-2026 Iata ucrevenus epoka rogocTn @ 12 2027
Mowazarens  Crepndimcams HI PeaynuraTe: (Temnuep) MeToas:
¥nakosga  [lo 3 cynnoswTopns 8 CIPUNC W3 AMOMMHWEHEOH COOTBETCTRYST. Fo01
fonEriy,  naMuANpOBaHHOW  nommsTHAesoscH [To 3 cynmoswropEm B cTpHRE B2
nnenxoi, [lo 1 waw 2 cTpHAE BMECTE ¢ amoMuHBenod  (oasry, JavumiponanHoll
HHETPYROHEHR AT MENHIHHCKOrG NPHMEHEHHA B8 nofHaTINEHn oM IIeaKD:
nauKe ¥KAPTOHHOH. B 1 erpun
Hne
0.2 crpuna
BMECTE € WHCTPYKUMCH I8 MEIHIHHCKOID
NPHMEHEHHS B NaYKE KAPTOHHO
Mapiuposica Cootaerctayer, POO1
Ha SIS LIMAYOT:
TOPEOBOS.  HAKMEHOBRHME  NpenapaTa | M HE
NpEAYTIpSAHTeNEHOR MapkHpoBroil ®; *mpruml.‘, Hauumnmmue npenapara ¢
MENIYHAPOTHOS HEIIBTEHTORAAHOS NIPSAYNPENATENENOH  MapRUPOBKUH ®,
HauMcHOBAHME (HyGAHpyerca Ha aHrMHACKOM MEXIYHRpOIHOS HENATeHTORAHHDE
AIBIKE),  AOIHPOBKY, 1eKapCTEEHIYIO diopMy, HaMMEHOBAHUE {aySnupyerca H
HoMep cepun (n peaKLIT «C¢pm m}, ATy aETIMickom fakIKe), JO3UPOBKA,

TORHOCTH {B pe.ummnu:

: Laptm ﬁ'mapmzﬂuasr dopma, Homep cepum (&
e R0l pegsage «Cepuain), para

Jata npouzsoacrEa (B

AOTIOMFHTENRHEO  MOTYT ﬁ;m{ e Haﬁccthév pEgarin: ¢ lara Np-B2n), CPOX FORHOCTH (B

na00pasenneM Kancynst | by

andiasira  «CHEPLAP
NOTOTHIN  KOMOSHHRA
H a

npefynpeTensHoHN
MeXAYHAPOaHDE
HAEHMEHOBAHHE,

YEGILIEAIOT; TCPronoe Ham{cmm HELIpEna

NEKAPCTBeHHYID

EANCH
R
LS ey

1 «lomen o). Tpadudeckum
REHMEM  KAnCYARL M Oykmamu
koro andasnara «CHEPLAPHARM»

:\"’-‘ﬂﬂﬂﬂﬂmﬁﬁ" }ﬂmm | MOTOTHIT KOMIIAHHH — BIAAENEUA
< ASTHCIPAUMONHOTD YOCTOBEPERRA.

Ha cxaproumolf mawke ©a_DYCCKOM S3RIKS

&m TOPTOBOC HAMMEHOBAHHE Hpeniapara
mpmponmf "‘“—"’@‘ © TpesynpeaHTenEHOi  Mapkaposkol @,
HEMATeHTORBANHOS MEMIYHAPOIHOE
(opMy, HamMesoBauMe,

HEeNATenTOsAuEoS
nexapcTEEHHas  opma,
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Hoxasavens  Crenudimcauns HI Pesynetatet (Temmnep) Mevopss

MOSHPGBKY, COCTAD C YRRJEHWOM KONMYECTEA JOSHDOBKA, COCTAB C YKAZHHHEM KOMHUECTRA
NEACTRYIOMETD ¥ BCHOMOFATENEHLL BeulecTs (B AcficTsysomero H BCHIOMOTETCIBHED,
M), KOAHYCCTEO CYNFOINTOPHEE B YIRKOEKG, GOWIECTE (8 M), ROMHYECTED CYTINOIHTOPHES:
UPEIYNDSAMTENSHYIO HAMAHCh! (XDaHWTE B B YAAKOBKE, NPenyrpeidTeNsHAN HafmHes: |
HEJoCTYnHOM AR jeTell  MecTes, crnocof «XpamuTe B HeZocTYNHOM  mns  Jered |
mpuMeReRus: «[ln BArUNANSHOTO TDHMeHeHWs. MeCTE®, Cnocol  MpmMesemHn  «
[ eymmoswropnii B CyTiH», YOIOBMA XDAHEHNWS, BATHHANRHOTO MpHMEHEHES. | cynmozwrapHii
YCUODHN  OTTyCka, HAMMSHOBOHWE KOMUZHHNH- B CYTKH.», YGIOBMN XDAHEHHY, YCIODHS
BaNEIBTA PErHCTPALMONEOTD. YAOCTORCDEHHT B oTnyexa, HEHMEHOBAHHE KOMIaHHE-
CTpany, HRHMEHOBAHWE NMPOHIBOAWTENL, TOPOL M BAANCHBUA PErHCTPAUHOHHOTD
crpaty, raofamsumii  HISHTHOWKEHHOMHLG! YNOCTOBCHeHHN W CTPEHA, HAHMMEHOBAHEE
HOMCD TODrOBOH eJWMHNE (B pejawinun TPOMSEONMTENX, TOpOX W crpasa,
«GTIND), somep cepu (B penamum: «Cepus), rnoSanseEi HICHTHQHKAUMOHHEI  HoMep .
Aaty npouasoictsa (s pepariun: «[ara np-aam), Toproso# enumEMus (5 pedkmmi: «GTINmD), |
cpox rogHocTi (8 pefaxmmn «Tofew om), HOmep cepum (B penakip: «Cepuas), gara '
[UTPHX-KO, HOMED PETHEIPANMORHOFD NpoHIBoACTER (B penaumu: «/lata np-pamy), |
YAOCTOREDEHHS. HaroesiTesn CHelBWIBHEE Cpok rojHocTa (B pegalanss: «Tomen nom), i
CPENCTER HACHTHHIALHN CHCTEMBI MOHHTOPHETA  UTTHHX-KOJ, HOMEP  PErHCTPALHOHHOTO '
ABHICEHHA  NEKAPCTBCHHEIX NPCOApaToR s yiocToBepedus. HaHecoHu!  crenmansunie
MEAHUNHCKOO TpHMEHEeIHs (MHAWBHAYansHeR cpemcTsa WASHTHOH AR CHETEMEL
Cepufiumii  HoMep Toprosoit  eamEMuG: (B MOHHTODHHETA JRMACHHET NeKapGTBEHHLIL
pesgicamm: ¢BNmoy), aeymepsil mTpHKoBROH KOX), MpeNApETOR AR MEIULMHCKOID OPHMEHEHHA
HOUONHMTENSHO  MOrYT  ObiTh  manecewh! (MERMEMNyansMeti  cepmiHbit  Howmep

NPOH2BOICTEOHHEIE KOMLT W METKH. TOProBOH EAMHALEL (.1_1‘ pedaxm kSN,
Upafiimeckun  wioGpawenses  kancymsl # AsymepHsi wrphxosoi Kox).

GyrBamn JATHHCKOTO ampanura [ padmaccrnm nzofpamendem Kaneyast u ‘
«CHEPLAPHARM»  yuaswmamior  fororho Gyxnanii NATHHELOTO amasnra ‘
KOMIRNAH —  Bragessta  perucrpaupomuoro «CHEPLAPHARM» — yxasas  norotan |
YAoCTOBEpEHns, ‘ KOMIMBHWH ~ BASfensifl perHCTPauMOHHOTD ‘
YAOCTOREPEHASL. ‘
i
Cpok 2 rona Jara mpoussoeTea: 012026 Po01 E
FOAHOCTH ‘ :
Hara ucrevenus cpoka 12 2027 |
FOIHORTH: !
Xpanenue 0pY TeMnepaType Ne seie 25 °C CooTaeTCTRYET, IpH TEMIEpATY e B BEILE |
‘ 25 %0 I
|
Menemrep 00 KOHTDOTIO KAYECTRA: (1WA, thamaurus, dama i nodnucs) ’.
T i
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Miramn: P AT 00
TEMMJIEP HTAJIMA C.p.. w‘-%W%
i-p Maprisa Gymzaporro e

PyxoBonpTens oTena onepanmit o KauecTsy
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