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3akpeiToe Akunonepuoe QOomecrso «®apm®P@upma «Corexe»

OTtnen KOHTpPOIIA KadcCTBa

=_~+

COTEKC

141345, Mockosckas o6n., . Cepzuee ITocad, n. Beaukogo, 0. 11

Ten.: /495/231-15-12

IHACIIOPT Ne 443 ot 15.06.2023 .

OPOOYKT Jlunoruokcon®
JEKAPCTBEHHAS ®OPMA u KOHLIEHTPAT I IPHTOTOBIEHUA pacTBOpa JUTst HHDY3MHA 25 Mr/mit
POPMA BBIITYCKA 24 M N5
PUPMA M3TOTOBHUTEJIb 3A0 «PapmPupma «Cotekcy, Poccus
CEPHA 120523
OFBEM CEPHH 6 983 ynak.
JATA U3I'OTOBJIEHU A 26.05.2023 r.
TOJAEH JIO 31.05.2026 . ‘
CPOKTOAHOCTH 3 roma
YCJIOBUSI XPAHEHHA B zammimenHomM ot cBeTa MecTe IpH Temreparype ot 15 mo 25 °C
PETHUCTPAIITMOHHOE JICP-003089/08 ot 24.04.2008
YIAOCTOBEPEHHE (nata BHeceHMs uameHeHui B PY: 01.02.2022 r.)
AHAJIA3LI ITPOBEJEHBI ITO HJT JICP-003089/08-040714, M3m. Ne 1,2,3,4,5
HauvenoBanue Tpebopanus HJ/I PesyasTaTel ananusza
mokasarejaei
OIMMCAHNE IIpospaynas KHAKOCTE OT CBETIIO-KeNToro 0 | [Ipospaunas »KUAKOCTH
3€J1IeHOBATO-KEJITOrO [[BeTa 3€JIeHOBATO-XKEJITOrO BETA
Bpems ynepskHBaHMS OCHOBHOTO THKa Ha | [I0MIMHHOCTE IOATBEPIKIEHA
XpomarorpaMMe  MCIBITYEMOIO  pacTBopa
MOJIMHHOCTE 1penapara JO/KHO COOTBETCTBOBATH BPEMEHH
YAEPKHBaHMS IIMKAa THOKTOBOH KHCIIOTBI Ha
XpoMaTorpamMMe CTaHAapTHOIO pacTBopa (cM.
pasnes «Konn4ecTBeHHOE OTIpeIeNIeHHE))
[PO3PAYHOCTE [Ipenapar MOMmKeH BbIIECPIKMBATL CPaBHEHHE C | BRIIepkuBaeT cpaBHEHHE C
3Tan0HoM [ STanoHoM |
[Ipenapar no/keH BbIAEPIKMBATE CPaBHEHHE C | BRIICPIKHBAET CpaBHEHHE C
TIRETHOCTS sranoHoM Y unu GY, sra”osoM GY
pH Or 8,0 10 9,0 8,8
MEXAHUYECKHE
BKJIIOYEHW A,
YacTHI/aMmyJa: JojpkeH cOOTBETCTBOBATE TPeOOBAHHIM CoOTBETCTBYIOT
- BHAHMBbIE B cootercTBHHM ¢ TpeboBaHUAMHY
-HeBHIUMEIE Yactuupet 210 mxm — He Gonee 6000 1413
>25 MkM — ne Gonee 600 37
POACTBEHHBLIE
IIPUMECH, %
- Ipumecs A He Gonee 0,5 He o6HapyskeHo
- Enunnunan
HeHJIeHTHOHIHPOBAHHAS
npHMech : He 6ouee 0,5 He oGuapy:keno
- Cymma npaMeceit He 6omee 2,5 He obHapy:xeHO
giigﬂfiﬁmm He menee 24,0 24,5
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BAKTEPHUAJILHBIE

SHAOTOKCHHBI, He 6onee 14,5 Memnee 3
ED/mn

CTEPWILHOCTB [IpenapaT JOMKEH OBITH CTEPUIIBHBIM CrepuasHO
KOJUYECTBEHHOE

OIIPEJIEJIEHUE ‘

CsH14028: (THOKTOBOM Ot 0,0225 go 0,0265 0,02515

KHCJI0ThI), I/MJI

npemapara,
Ilo 12 unu 24 mn B amnynel ceerozawurHoro | [To - 24 mMn B aMnynsl
crexia tai I mo Eur. Ph. ¢ nseTHBIM KOMBIIOM | CBETO3ALIMTHOrO crexiia THIl I o
pasioMa HITH ¢ TIBeTHOH TOUKO# W Hacedkoii mo | Eur.. Ph. ¢ 0Oenoil Toukoil wu
ISO 9187. Ha amnynsl [ONOJIHHUTENLHO | HACEUKOH.
HAHOCAT OJ(HO, JIBA WJIM TPHW TBETHBIX KoNbla | Ha kakaylo ammyny HakieeHa
unu 6e3 JOMOMHUTENBHBIX LIBETHBIX KOJELL. CaMOKJIesIAsCs 3THKETKA.
Ha KDKIYIO aMmymny HaKJICUBAIOT | 5 aMITyJ1 TTOMEIIEHEI B
CAMOKITESTIYFOCA STHKETKY. KOHTYPHYIO STHEHKOBYIO
Ilo 5 ammyn nDOMEmIART B KOHTYPHYHO | YIIAKOBKY c KPBILLIKO#

VIIAKOBKA AYEHKOBYIO YIaKOBKY H3 IIJIEHKH | HEepa3beMHOMH u3 TIJIEHKH
TMOJTMBUHUITXJIOPHTHOH u IUIGHKH | TIOIHBHHUIIXIOPHAHOH.
HOJMITUIEHTepe TaaT/ MOIMITHICHOBOH 1 KOHTYpHas AYeHKoBas
(PET12/PEpeel140) wma Ge3 mneHKH, WiH B | YIIAKOBKA BMECTE C MHCTPYKITHEH
KOHTYPHYIO S4E€HKOBYIO YNAaKOBKY C KpPBIIKOH | MO NPUMEHEHHMIO TOMEIeHa B
Hepa3zbeMHOH u3 IUIGHKH | [1a4Ky U3 KapTOHa.
IOJIMBUHHUITXJIO PHTHOM.
] KOHTYpPHYHK S4eHKOBYI0 YIAKOBKY BMECTE C
HHCTPYKLMEH M0 NPUMEHEHHIO MOMENalT B
nayKy U3 KapTOHA.

MAPKHUPOBKA Ha ostukerxe ammymnel ykaseiBaioT ToBapHbif | Ha sTukeTke amImynsl ykazaHo:

3HAK TIPOM3BOAMTEINS, TOPrOBOE HAMMEHOBAHHE
npenapara c HpeLyHpeHUTebHOM
MapKupoBkoif ®, TnekapcTBeHHYIO (opmy,
KOHLEHTpaLUuio B Mr/mi, obbem mnpemnapara B
MMJUTMITATPAX, HOMED CEPHH, CPOK TOAHOCTH M
dapmakoz,.

Ha nnenke KOHTYpHOH S49eHKOBOH YIAKOBKH
YKa3BIBAIOT TOBAPHBIH 3HAK TIPOM3BOIHTENS.

Ha koHTypHOH s4elMKOBOH ymakoBke cC
KPBILIKOM  HEpa3beMHOM M KOHTYPHOH
S9eHKOBOM ymakoBke Oe3 (ONBrd H IUIEHKH
MapKUPOBKA OTCYICTBYET.

Ha nauke yka3blparOT TOProeoe HaHMEHOBAHUE

npernapara c MpeaynpeauTebHOMI
MAPKUPORKOI ®; TPYNIHPOBOTHOE
HAaMMEHOBaHWe,  JIEKAPCTBEHHYIO  QopMy;

KOHIIGHTpalMi0 B Mr/mi; o0BeM Tpernapata B
MUJUTHIIMTPAX; KOJMYECTBO aMMyJl B YIAKOBKE;

cocraB Ha OfHY amInyJy; «I1pu
TOJIMHEeHPOTIaTHI; «IIpumMeHsTE 1o
Ha3HAYEHHUIO Bpauay; «XpaHUTh B

HEJOCTYIIHOM JUI JIeTeH MeCTe»; «CTEPUIIbHOY,
criocol BBeJIeHHS; YCIOBHS XpaHEHHUS; YCIOBUS

TOBApHBIH 3HAK TIPOM3BOJIUTENS,
TOProBoe HalMEeHOBaHHe
npenapara ¢ npeynpeIuTebHONR
MapKkuporkoi ®, jexapcTBeHHAas
(opMa, KOHLUEHTpaUus B MI/MIL,
obbem mpenapara B
MHIUIMIINTPAaX, HOMEp  CepuH,
CPOK rOAHOCTH U (hapMaKoI.

Ha  xontypHOMH AYEUKOBOH
YIIAKOBKE c KPBILLIKOH
HepazbeMHOMH MapKHUpPOBKa
OTCYTCTBYET.

Ha mnauke ykasaHo TOprosoe
HaUMEHOBaHWE  Iperapara ¢
TIpenyNpeauTeIbHOR
MapKHPOBKO# ®;
IPYHIIMPOBOYHOE HAUMEHOBAHMUE,
JieKapcTBeHHAas bopma;

KOHLEHTpalMs B MI/MI, OOBeM
npenapara B MHJUIMIHTPAx;
KONMYECTBO aMIlyJl B YIAKOBKE,
COCTaB Ha OAHYy amIymy; «llpu
nonauaeiponatumy; «lIpumensTs

OTIYyCKa; HOMeEp PETHCTPALIMOHHOTQ | TIO HazHAYeHHIO Bpaua,
YIIOCTOREPEHHS; HAUMEHOBaHME | «XPaHUTh B HEJOCTYIIHOM IS
NpOM3BOAMTENA,  €r0  TOBapHBIH  3HAK, | AeTell  MecTe»;  «CTEPHIILHOY;
COKpallleHHBIH ajipec, TeneoH M (axc; HoMep | ciocod  BBeJNEHHA;  YCIOBHS
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CEepHH; CPOK TOJHOCTH; MITPHX-KOJ; GapMako]l | XpaHEeHHs, YCIIOBHS  OTITYCKa,
" KOJI MaKeTa. HOMEp PErucTPaLOHHOTO
JomonawuTeBHO  Ha  HadKe  JOMYCKAeTCs | YIOCTOBEPEHMS,

YKa3bIBaTh TOPrOBOE€ HAWMEHOBAHME IIPENapaTa | HAMMEHOBAHWE  TIPOHM3BOJHTELA,

MAPKHPOBKA H KOHLEHTpauuio B Mr/mia mpudrom bpaiing; | ero TOBApHBIH 3HAK,

KOHTPO/JbHbIA ~ MAECHTU(QUKAIMOHHBIA  3HaK | COKpAleHHBIH anpec, TenedoH K
(KM3), a taxke wunpopmanuio, KOTOpyro | Gakc; HOMEP CepuM;  CPOK
copepakut KH3. TOJHOCTH; IITPHX-KOM; dapMakos
¥ KOl MaKeTa.

JIoTONTHUTRITEHO Ha nayKe
yKa3aHO TOPrOBOe HAUMEHOBAHHE
Tpernapata W KOHLEHTPALMI B

MT/MIT mpuprom Epaiins;
KOHTPOIbHBIH
HWIEHTH() MKALMOHHBIH 3HAK

(KM3), a Tawke wHOpMAanuo,
KoTopyio cofepaut KM3.

3axuogenne: npenapatr «/Immormoxcon®, KOHLEHTpar I NPHIOTOBNEHHS pPacTBOpa I
uHysmii 25 Mr/min» B amnyaax 24 ma N5, cepun 120523, npoussenennsii 3AQ «DapmPupma
«Coreken, Poccus, coorBercTByer TpeGoBanmsm HJT JICP-003089/08-040714, Usm. Ne 1, 2, 3, 4,
5 ¥ IPHTOJEH IS MCTONb30Banus 10 31.05.2026 .

/./
Havaasauk OKK //L;_/
3A0 «®apm®Pupma «Corexcy = /Mb
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PEAEPAALHAA CAAVKEA TIO HAASORY

B CHEPE ZAPABOOXPAHEHMA

«CBefeHna o BBoAe B rpaxgaHckunin odopoT B Poccminckonm degepaunm
NleKapCTBEHHbIX CPeACTB MO COCTOAHUIO Ha 22.06.2023 09:10»

JlaTa BHeceHHs B IIpousBoguTenn Opranusamus, Homep Howmep, nata
TOpFOBOe o CBCJ]EHHH 0 CTagHudax BbIIIYCTHBILIASI B
AHUC (BBIMYCKAIOIIHH Crpana HopmaTHBHasi NOKyMeHTaHs . CepHH, paspenieHHs
HaAaHMEHOBaHHE NPOH3BOICTBA TPaXKTaHCKHH
Poc3gpaBHanzopa KOHTPOJIb) MapTHH Ha HJIII
obopor
. Hi‘omgﬂeﬂi ” aKLMOHEpHOE ° C‘;‘TCKC,, 3 Ag p JICP-003089/08-040714; Msm. Ne3 | 3axpbiroe
ECTBO a 15t 001IeCTBO "Dapmdupma "Cotexc”) Kk JICP-003089/08-040714; Uam. AKIMOHEpHOe
19.06.2023 fm " 3;’12 ;5 ]| Papvpya Pocchs Pocfm (np oo | Ned ke JICP-003089/08-0407 14; 0BIECTEO 120523 -
o (yz i, vy | COTERE” (BAO (Bee era Mf; - ]’;m JICP-003089/08-040714; Maw. Nel | "®apudupma
(5), raH Y "Dapm®upma o CKa“]O e | K JICP-003089/08-040714; Hiaw. "Corexc"
’ "Corekc") yeraom p NeS & JICP-003089/08-040714

KapTOHHbIE/ ~

KayecTBa))




3axpeiToe aknuonepHoe o6mecTBo «PapmPupma «Corexce»

COTEKC Jluyensus na ocywecmenenue npoussoocmea JIC Ne JI012-00102-77/00010628

Pa3zpemenune Ha Boimyck JIII Ne 443

(B cooTBeTcTBUM C IIpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hassanue npoaykra /

Name of the product HHHOTHOKCOH@

JlexapcrBennas popma / - o
Phinacentiial fow KOHIEHTPAT L1 IIPUTOTOBNIEHHA PACTEODA AUl uHOy3uit
G poRE Ry 25 mr/mut, 24 Mt -

Dose

Tun ynaxoBku / aMITyJIbI CBETO3AIMUTHOTO cTeKa (5), YIaKOBKH SYEHKOBBIE
Type of packaging KOHTYpHBIE (1), TaYKy KapTOHHEIE '

ML TuokroBas Kuciaora

INN

Homep cepuu /

Batch number 120523

e 26.05.2023
Eﬁ;‘;ﬁ L 31.05.2026
e 6983 ynax.

Ctpana Ha3HaYeHUs /

S Poccuiickas ®eneparus
Destination country fepte

PerucrpanmoHHoe yI0CTOBepeHHe / JICP-003089/08 ot 24.04.2008
Registration certificate (mara BHecenwus n3MeHennit B PY: 01.02.2022 r.)

Normative document

HopRT A ey JICP-003089/08-040714, Vsm. Ne 1,2, 3, 4, 5

IIpousBoacTBO roTOBOM 3A0 «DapmPupma «Cotekcy», Poccust
JIeKapCTBeHHOM (popMbI / :
Finished dosage form manufacturing

Anpec / Address:
MockoBcKasi 0011, r.0. CeprueBo-Ilocanckuii, moc. benmkoo, a. 10, x. 11

IMepBuvHast ymnakoBka / 3A0 «DapmOupma «Coteken, Poccns
Primary packaging ;

Anpec / Address:
MockoBckas 0011, r.0. CeprueBo-ITocanckuid, moc. benukoso, a. 10, x. 11

Bropnunas ynakoBka / 3A0 «®apm®upma «Cotekey, Poccust
Secondary packaging

Anpec / Address: :
MocxkoBckas 0611., r.0. CeprueBo-ITocanckuii, moc. bemukoso, a. 10, x. 11

Boimy ckaomuii KouTpoJs kadectBa / | 3A0 «Papm®Pupma «Cortexey, Poccus
Quality Control ;

Anpec / Address:




3akpbiToe akiuonepHoe odmecTBo «DapmPupma «Cotexe»

Jluyensus na ocyuecmenenue npouzeoocmea JIC Ne JI012-00102-77/00010628

[

COTEKC
MockoBckas 001., r.0. CeprueBo-Ilocanckuit, moc. benukoso, . 10, o. 11
Haszsanue ADC / Ay o
e — ATIOEBast KUCI0Ta
IpouszBogutenr ADC /
API manufacturer Qe G A, M
Homep cepun ADC /
API batch number 2340000019

Hactostmum moATBep/Iar0, 9TO JaHHAs cepus Oblla IPOM3BEAECHA W IIPOKOHTPOIMPOBaHA B
COOTBETCTBHH C JeiicTByrommMu lpaBmiamu Hamexxameit mpomn3BojcTBeHHOM mpaktuku EADC u
TpeOOBaHUSMH PerncTpalliOHHOTO JOChE€ CTpaHbl HA3HAYEHWS, a TaKXKe B COOTBETCTBHM CO
crnenu(UKanusIMy 3aperuCTPAPOBAHHOIO IIPOLYKTA.

JIOKyMEHTHI 110 TMPOU3BOACTBY (IPUMEHUMBIM CTaJWsIM) M KOHTPOJIIO KadecTBa IIPOBEPEHBI U
0100pEHBI.

JIxoOBIe OTKIIOHEHUS! pacciielOBaHbl B COOTBETCTBHU C BHYTPEHHUMH IIPOIEAYPaMy U 0JJ0OPEHBI
Y IIOTHOMOYEHHBIM JIMLIOM.

I hereby confirm that this batch was produced and controlled in accordance with the current Rules
of Good Manufacturing Practice of EAEU and the requirements of the Registration dossier of the
destination country, as well as in accordance with the specifications of the registered product.

Documents for production (applicable stages) and quality control are verified and approved.

Any deviations are investigated in accordance with internal procedures and approved by a
Qualified Person.

Yo/IHOMOYEHHOE JINIIO < e £ Bitiiiiehcuas BG
3A0 «®apm®Pupma «Corexce» /,4 €ee~ A4
/roarce/ [ONO/
19, 06. 2623
« » 20 T.

ML
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