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= 3aKkpbIToe aKuHOHEPHOE 06mEecTRO «®apmPupma «Coreken
il NeQ0105-JIC
COTEKC Jluyensus na ocywecmenenue npouseoocmea JIC
Paspewenne na Brimyck JIIT Ne 258
(B cooTBetcTBHM ¢ [Tpunosenuenm 16 c¢GMP)
Permission to release products (in accordance with Appendix 16 cGMP)
Hassanue npoaykra / ®
Name of the product MAPUHOT
JlexapcrBennas gpopma / PacTBOp 1 BHYTPHBEHHOTO, BHYTPHMBILIEYHOTO H
Pharmaceutical form napabynsbapHoro BBexeHus
HMosuposka / 100 /M S M
Dose
Tun ynakopku / aMmITyJibl (5), yNakoOBKH S4eifkoBble KOHTYpHEIE (2) mauku
Package type KapTOHHEIE
MHH Mensnonnii
@!N JIBI
Homep cepun /
Bach number (10320
Hara nponssoacrea /
Date of manufacture 03.2020
Fonen no / *f
Expiry date 31.03.2025
Pasmep cepun /
Bavk size 16 266 ynakorok
Crpana naznavenns / "
Destination country Pocentickas Penepaus
Perncrpannonnoe YRoctosepenne / | JICP-000864/10 ot 10.02.2010 L
Marketing authorization (mata BHecenus waMenenuit g PV 3] .10.2017)
HopmatusHeiit noxymenr / .
Normative document JICP-000864/10-100210, U3sm. Ne 1,2,3,4,5,6,7,8.
Mpouzsoacreo rotosoit 3A0 «@apm®upma «Cotekcy, Poccus
JIEKAPCTBEHHOH (hopmpbi /
Finished dosage form manufacturing

Anpec / Address: N
Poccus, 141345, Mockosckag 0611., Cepruepo-ITocanckuii MYHHIHIIATBHBIA paloH, cebeKoe
IoceneHue Eepemsmoacxoe, noc. benukoso, 1. 10, 1. 1 I,n 12

Ileppuvnas ynakoska / 3A0 «Papmdupma «Cotexcy, Poccus

" st 'S

Primary packaging —

Anpec / Address: P Ak *{’\
Pocens, 141345, Mockosckas o6y, Ceprueso-ITocanckuit MYHHUHIAILHEIL DaiioH, cem:cr&\
noceneHre bepesuskopckoe, moc. Benukoso, 1. 10, 1. L1, % 12 {/ </ Y

Bropuunas ynakoska / 3A0 «DapmDupma «Cotexkcy, Poccmg‘ L sl
Secondary packaging Lol O /

Anpec / Address: |\Q Wr
Poceus, 141345, Mockosckas 061., Ceprueso-ITocanckuit MYHHUHIAIBHEIN Patic ce;tbcx;qe
[IOCENIEHHE Bepcmaxoaczcoe, noc. benukoso, . 10, 1. 11, 1. 12 o

. 1!“;;/’" J
Beimyckaromuii KOHTPOL KaYecTBa /
Quality Control

3A0 «®apmdupma «Cotekcy, Poccus | ‘J
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e— 3akpeiToe aKLHOHepHoe 06mecTBO «@apm®Pupma «CoTeker
_— ]
COTEKC Jluyensus na ocywecmenenye npouseoocmea JIC Ne00105-JIC
Anpec / Address:
Pocens, 141345, Mockosckag 061., Cepruepo-ITocanckuii MYHHUHNANBHEIR palioH, celpcKoe
noceneHue bepesnskosckoe, moc. bemnkogo, 1. 10, 1. 11,112
Haspanue A®C / M iois Tarmms
API name WRAOREA JaTeapaT
/
flpomssonurens ADC, 000 «HIT® «KEM», Poccus
API manufacturer
Homep cepun A®C /
API Bach number i

Hacrosiumm  nmonteepikaaro,

UTO naHHas cepuss OblTa MpoM3BemeHa W MPOKOHTPO/IMPOBAHA B

COOTBETCTBHH € JeHCTBYIOIIHMH [lpaBunamu  Hamnexameti MPOH3BOACTBEHHOH NpaKTHKH
Poccuiickoit enepanun u TpeboBaHHAMH Perncrpanmonnoro nocse, a rtacke s COOTBETCTBHH €O
cnenudukanusIMu 3aperHCTPHPOBAHHOTO MPOAYKTA.

HoxyMeHTs! mo TIPOH3BOACTBY (MPUMEHHMBIM CTamMAM) H KOHTPOIIIO Ka4ecTBa MPOBEPEHb! H

0100peHBI.

Jlrobbie oTkmoKeHHs paccnenopans B COOTBETCTBHH C BHYTPEHHHMH MPOLE/TYPAMH 0100peHE!

VII0THOMOYeHHBIMHE JTHIIOM.

[ hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Russian Federation and the requirements of the Marketing
dossier, as well as in accordance with the specifications of the registered product.

Documents for production
Any deviations are inves
Authorized Person.

¥Ynoaxnomouennoe inmo
3A0 «DapmPupma «Cotexcr

(applicable stages) and quality control are verified and approved.
tigated in accordance with internal procedures and approved by an
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e 3akpseitoe AKUnOHEpHOe obecTRo «Papm®Pupma «CoTere
COTEKC . ) .
Te 77
IHACITOPT Ne 258 ot 10.04.2020 r.
[MPOAYKT | HIPUHOJT®

JEKAPCTBEHHAS ®OPMA u
D®OPMA BBIITYCKA

PacTBOP 1A BHYTPHBEHHOT'O, BHYTPUMbILIEYHOIO K napabynebapnoro
BBefetHs 100 mr/ma amnynbt 5 ma N 10

PUPMA ITPOU3BOJAHUTEJID 3A0 «®Dapm®upma «Corercy, Poccns

CEPUSA 010320

OBbEM CEPHH 16 266 ynax. B
[ATA U3I'OTOBJIEHUS 03.2020r.

T'OJEH 10 31.03.2025 r.

CPOK T'OJHOCTH 5 et

YCJIOBHUSI XPAHEHUSI [1pu Temneparype He Boiute 25°C. He 3aMOPAKHBATE,
PEFTHCTPALIMOHHOE JICP-000864/10 ot 10.02.2010 . l
YIOCTOBEPEHHE (1aTta BHeceHus uaMeHenwuit B PY 31 ] 0.2017)

ooy MPOBKARHEINS | oo oonsario. 100410, Har 2e 1,2,3,4,5,6,7,8. |

[_ HaumenoBanne nokasareneii

OIIHCAHUWE

Tpedorauns ®OCII J PesyabTaTsl anannsa J

J [Tpoapaunas GecupeTHas wuakocTs Ipospaunas Gecisernas >s<u;u;oc*r1,‘

ﬁOJIJI[/IHHOCTI)
KauecrBennbie peakunu:

= € pacTBOpoM HPOMTHMOI0BOID
CHHero u xsopodopmom

- ¢ pacTBoOpom ioaa

- ¢ peakTusom [dparenpopda
L

B

Xsopohopmuerii cnoii OKpallHBaeTCA B
APKO-OpaHKeBBId UBeT

]

Monnuunocts noarsepkeHa

[Toasnscrcs KOPHYHEBOE OKpallWMBaHue

IMoanuuHOCTE MoaTREPKIEHA
H pacTBOp MyTHEET 2 P

OGpasyetcs opamskeBbiii ocamok INoanuunocts noarsepknena

[NPO3PAYHOCTH [penapat nonken Goits [IPO3PAYHBIM [pospaunsrii

HBETHOCTL INpenapar nonxken GuITh OeclUBETHBIM becupeTHbIi

pH Ot 7,0 10 8,5 8.0

MEXAHHYECKHE

BK/IIOYEHU S :

-BHAHMBIe HomxeH cooreetcTBOBaTE TpeGoBaHHAM CootseTcTBytor

“REBRANMLIe Hactuup 210 mkm — He Gonee 6000 90

225 MKM — He Gonee 600 2 |

M3BJIEKAEMBIN OBBEM, Ml | He wetee 5.0 52 JRerioe |

BAKTEPHAJILHBIE .‘ ’ ‘ \ ::,“
 3HJIOTOKCHHBL, E9/mr HE Qe 0,35 | Menedly. S \

CTEPHJIBHOCTH [penapar nomien Gbite crepunshpiy | Crepwi %Hhiﬁ it - ) j‘;j'

gk

I uz3
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[ 1 ]
POJACTBEHHBIE IMPHUMECH, %

- eIHHHYHAA He Gonee 0,25 He o6uapyskeno

HeHAeHTHPHUHPOBAHHAS npHMech

- CymMMma npumecei | He Bosee 0,5 ‘ He o6Hapymeno

KOJIMYECTBEHHOE

ONPEJEJIEHME, mr/sui Ot 95,0 10 105,0 100,1

MeAbJOHHS AHTHAPATA
[To 5 mn B amnynsi GecupeTHoro [To 5 Mn B aMmy sl Gecupetroro
HeHTpansHoro crexna tum I no Eur.Ph. ¢ HEHTpanbHOro cTeka ¢ Genoii
LUBETHBIM KOMBLIOM PaszioMa iu ¢ TOUYKOH M HACEYKOI.
UBETHOH TOYKOH H Haceukoii no 1SO Ha kascnyro aMIyJy HakneeHa
9187. Ha amny el NONOJIHUTENBHO CAMOKJICIOLLAACSH ITHKETKA.
HAHOCAT OZIHO, [1BA U/IH TPH LIBETHBIX 5 amMmyn nomelueHs g
KOJTbLIA WM OBYXMEpPHbIH WITPHX-KOA, | KOHTYPHYIO sueiikoByto YNAaKOBKY

YIIAKOBKA W/unu Sykeenno-uMdposyo ROAMPOBKY | W3 NAEHKH NOMMBHHUAXIOPUAHON
/K O€3 JOMONHUTENbHRIX LBETHBIX H [UIGHKH NOAHMEPHOH.
KOJeLL, IBYXMEPHOro WITpHX-Koaa, 2 KOHTYpHBIE A4eiiKoBbIe
BykBeHHO-1MdpOBOi] KOUPOBKH, YNAKOBKH BMECTE C MHCTpYKLIHei
Ha kaxmyio avnyny naknensaror [0 [IPUMEHEHHIO NOMEUIEHE] B

:‘ CAMOKJIEALLYIOCSA 3THKETKY. NAYKy H3 KapTOHa,

ITo 5 amnyn nomewaror B KOHTYpPHYIO
SUCHKOBYIO YIIAKOBKY M3 MIeHKH

[OJIHBUHUIIXTOPUIHOM W NAEHKK ‘
MOTHMEPHOH WK Ges rieHky. l
I unu 2 KoHTYpHBIE sueiikoBbie
YHAKOBKH BMECTE ¢ MHCTPYKLHEH Mo }
] [IPHMEHEHHMIO MOMELIAIOT B MAYKY U3

- | KapTOHa. |
Ha  atukerke amnyiel  ykaseiBaloT | Ha sTHkeTke aMITy /1Bl YyKasaHo: |
TOBapHbIX 3HaK H}JGMZBO,EIMTEJ'IH; TOBAPHbIM 3HakK npomsonu‘renﬂ; |
TOproeoe HauMeHOBaHHue npenapara c TOproeoe HaHMeHOBaHME!
IPEAYNpeanTeIbHOH  MapKHPOBKOI ®; | npenapara ¢ MpeaynpearTensHOM |
MEWIYHAPOaHOe HENATeHTOBAHHOE | MAPKMPOBKOI ®;

HAUMEHOBAHHE, JieKapCTBEHHYIO Bopmy:; MEXIYHapOIHOE

KOHLEHTpaLMIO B Mr/Ma;  ofbeM | HemaTeHTOBaHHOE HauMeHOBaHue,
flpenapara B MWIIHIMTPaX; Homep JleKapcTReHHas dopma;
CEPHM; CPOK roAHOCTH U dapmakon, KOHUEHTPALHA B Mr/ma; o6bem
Ha nnenke kowryphoit  sueiikosoii Npenapata B MHIAMAMTpaX;
YIAKOBKH yKa3blBAIOT TOBAPHBIA 3HAK | HOMep CEPHM; CPOK TFOJHOCTH M

NpOH3BOAMUTES. Ha KOHTYpHOI# | dapmakos.
MAPKHPOBKA AYEHKOBOH  ynakoske Ges maenky | Ha IVICHKE KOHTYPHOH f4elikoBOi
MapKHpPOBKa OTCYTCTBYCT. YNAaKOBKH YKa3aH TOBapHBIH 3HaK
Ha nauke ykaspiparor HAMMEHOBAHHE | NPOM3BOAMTES.
TIPOM3BOAMTENS, ero TopapHbiit 3Hak, | Ha navke VKa3aHo:
aipec, TenedoH M dake; TOProBoe | HauMeHoBaHMe NPOU3BOAHTEN,
HaUMEHOBaHHe npenapara €| €ro ToBapHbIH 3mak, ampec,
MPEAYNpeAnTEIbHOH MapkHPOBKOi ®: TeneoH (balfc_cﬁ;_“_,lpproaoe
MEXKIYHApOaHOE HENaTEHTOBaHHOE HaHMBH(}BaHH%,}?‘j‘?éﬁa ¥

HaUMEHOBaHHe; eKapcTBeHHYIO Bopmy:; NpeAypPeAHTOABHOM, . /,
KOHUEHTpaLHO B Mr/ma;  oBbewm p1v7
penapata B MWLIHAMTPAX, COCTAB Ha
OLHY aMmmyiy; KolM4ecTBO ammyn B
ynakoeke; «IIpumeHsTs no HasHauenmio

—

2133




TR TT———L

Bpadan; «XpaHHTh B HEAOCTYNHOM A/

KOHLEHTpauus B MI/M1, 06nem

JJ,{‘.'TC}?I MECTEY; «CTEPHIIBIION, YCioBHs npenapara B MHHHHHHTan;
XpaHeHH, YCJIOBHA OTIYCKa; HOMEp coCcTas Ha OAHY HMH}’J]}’;
PerHCTPaLHOHHOTO YAOCTOBEPEHHS; | KO/IHYECTBO aMIly/l B yHakoBke:
HOMEP CepHH; CPOK T'OAHOCTH; wrpux- | «llpuMenarts no- HaszHa4YeHHO
' MAPKHPOBKA KO, Bpayay; «XpaHan B |
HonoaxnrensHo Ha nauke AOMYCKACTCA | HCAOCTYMHOM 114 AeTel MecTes; |
YKA3BIBATL  TOPrOBOE  HAWMEHOBAHHE | KCTEPHIBHON: YCAOBHA XpaHeHHs: |
npenapara u KOHL[GHTP&UHPO B MI/Mi YCIIOBHA OTHYCK&; HDMEP[
wpnptom  Bpaiina; 2D kox ¢ PerucTpauMoHHOro
pacwubposkoi unu Gea, YAOCTOBEPEHHA; HOMEp cepuu;
CPOK FOJIHOCTH; IITPUX-KO.
3akiovenne; npenapar «MAPHHOJI®*  pactsop s BHYTPHBEHHOT 0,

BHYTPHMBIIIEYHOI0 H Napaly.1b6apHOT0 BBeIeHHs» B ammynax 5 ma N 10 cepust 010320,
liponsBeseHtbl 3AO «Dapm®upma «Cotekey., Poccus, CooTBeTCTBYCT TpeGoBannam OCII JICP-

000864/10-100210, M3m. Ne 1,2,3,4,5,6,7, 8

Havansunk OKK
3A0 «®apm®upma «CoTekcer

JLH. Ky/ananxuua

H TIPHTOZICH LT HCToB30Banus 10 31.03.2025 .

MLII.




