‘Poccuiickan degepauus, Apocnasckan obn., r.o. r. Apocnaens,
r. Apocnasne, yn. Mpomosa, 4.15 Ten/taxc (4852)40-30-20
Akunonepnoe obuecrso «P-®apm» (AQ «P-Qapm»)

1ua2

NMACNOPT KAYECTBA

Koa: 3N5-CON-N03-01-035/6
Nz 1673X

HaumeHoBanue LIMHATUMAP Tabnetkn, NOKpbITEIe nneHouHon o6onoykon, 30 Mr
Mo 28 Tabnetok B 6aHKy NONMMEpPHYD ANA NekapcTBeHHbIX CPpegcTs, ykymno-
PEHHYIO KPLILLKON NONUMEPHON C KOHTPOMNeM nepseoro BekpuiTuA. Kaxxaas 6anka
BMecCTe C IUCTKOM-BKNaAbIWeM B NaYKy U3 KapToHa kopoboyHoro

Bua ynakosku

Homep cepum

Dara npou3BoAacTea
KonuuecTBO B cCepun

011023C
13.10.2023

Nogen go 09.2025 (30.09.2025)

456 Y

UcnbiTaHus (aHanu3bl)

nposeaeHbl no HA

JIM-Ne(001059)-(Pr-RU)-280823

NN-Ne2(001059)-(Pr-RU) ot 20.07.2022. laTta BHeCeHUsA u3-

PerucrpaunoHHoe yaoctoBepeHue meHeHui ot 28.08.2023
Nokazatens Hopmbi PeaynbTaThl UCNLITAHWA
TabneTku xpyrnble [BOAKOBLINYKMbIe, NOKpbIThie | Tabnetkn kpyrnbie ABOAKOBbINYKMbiE, no-
Onvcanme nnexovHoin obonoukol 6enoro nnu nouTy Geno- | KpuiTbie NneHoyHon obonoykon noyTtu Beno-
i ro usetra. Ha nonepeuHom paspese sgpo va6- | ro userta. Ha nonepeyHom paspese AAPO
netku o1 6enoro 4o CBETNO-XENTOoro usera Tabnetku Genoro ueeta
Bpema yaepXvMBaHWA OCHOBHOTO NUKA Ha Xpo-
M:orp::mg MCNbITYeMOr0 PacTBopa Aoml?uo BpeMa yaepxvBaHWA OCHOBHOMO fWKa Ha
XpoMmaTorpamMme WCMbITYEMOro  pacTeopa
COOTBETCTBOBATL BPEMEHW YASPKMBAHWA NUKA | o o oo oo g s
Waentudpmxauua LUMHakanbleTa Ha XpoMaTtorpaMme OCHOBHOMO JIOE RO J ARG it
PacTBOpa CTaHABPTHOrO 0GPA3LA LMHaKanbLe- UvHaKanbLerTa Ha XpoMaTorpamme OCHOB-
Ta ruapoxnopuaa (cm. pasaen «Konmuecrsew- HOrO pacTeopa cranaapTHoro obpasua uu-
HOE ONpBaAeneHWe) Hakanbuera rugpoxnopwaa
He menee 75 % (Q) Ca2Hz22FaN (umnakansueta) o
Pacrsopexue wepea 30 MuH 85 %
. | MeHee npepena 4yBCTBATENbHOCTH -
- 0
POCTEEHHBIO NPUMECH Jioban eguHnuHan npumecs — He Gonee 0,2 %; 0,02 %
Cymma npumecein — He Gonee 0,5 % 0%
OAHOPOAHOCTL A03UPO- e
BaMHLIX SQHHNL B cooTteetcTeum c TpeGoBaHuaAMU AV=43
Mukpobuonoruiyeckan
uucToTa
O6wee Yncno aspobHbIX 3 g
MHKPOOPFAHISMOB He Gonee 10°KOEB 1T Menee 5x10'KOEB 1T

ObLiee Yncno gpoxcke-
BbiX W NMBCHEBbLIX rPK-
Gos

Escherichia coli

He Gonee 10°KOE B 11

Orcytcreue B 11

Menee 5x 10'KOEB 1T

OtcytcteueB 11

KonwyecteexnHoe onpe-
penexve

OT 95 % A0 105 % CxHz2FaN (uuHakanbuerta)
8 Tabnetke

100 %

Ynakoeka

Mo 7 TaBneTox B KOHTYPHYIO AYERKOBYIO YNaKos-
KY 13 NNEHKK NONUBMHMNXNOPHAHOW mapku M-
73 1 onbim anoOMUHNEBOR NEYaTHOW NakMpo-
BaHHOW.

Mo 14, 28 unn 84 Tabnetkn B8 Banky nonvumep-
HY10 (U3 NONK3TUNEHA WNK NONUNpoONUNeHa) Ans
neKkapcTBeHHbIX CPeACTB, YKYNOPEHHYIO Kpbill-
KOV MONUMEpHOW (M3 NONUITUNEHa WNW Nonu-
NPONWUNEHA) C KOHTPONEM MEPBOr0 BCKPLITWA.
Ha BaHky HaknenwsaloT aTUKeTKY ua Gymaru atu-
KETOYHOW WNU NWCYEed, WA CamMoKNesLlylocs
ATHKETKY.

Kaxaylo 6aHky, 2 unu 4 KOHTYPHbIE AYENKOoBbie
YNaKkoBkM, BMECTE C NMCTKOM-BKNaAbILIEM fi0-
MELLIAIOT B NAYKy W3 KapToHa KOPOBOUHOTO.
Maukn NOMELL3IOT B rPYNMOBYIO YNAKOBKY.
Ynakoska «6ank»: ot 1 go 300 GaHok nomewa-

10T B TPGHCMOPTHYIO Tapy.

Mo 28 TtabneTtok B GaHky NONUMEPHYIO ANA
NEKApCTBeHHbIX CPeACTs,  YKYNOPEHHYo
KpbILLKOW NONMUMEPHOR C KOHTPOMEeM nepso-
0 BCKpbITMA. Ha DaHky Hakneena camokne-
ALLASACA ITUKETKA.

Kaxgan ©GaHWka Bmecte C  fIUCTKOM-
BKN3ALILLEM NOMELEHa B NaYKy W3 KapToHa
kopoGouHoro.

Mauku noMelLieHbl B rpynnoByio ynaxkosky.




Poccuiickan ®eaepauna, Apocnaackas obn., .0 r. Apocnasne,
r. Aipocnaene, yn. Fpomona, 4.15 Ten/daxc (4852)40-30-20 2na2
Axunoneproe obwecrao «P-®apm» (AQ «P-Qapm»)
Kop: 3M5-CON-M03-01-035/6
MNACNOPT KAMECTBA Ne 1673X
MNokasarens Hopmui PesynuLrarts! ucnbiTaHun

Ha KOHTYpHOW A4eAKOBOW YNAKOBKE YKa3biBaloT:
HauMeHOBaHWE  NpOMIBOAWTENA,  TOprosoe
HaumeHoBaHwe npenapata, MexaywapogHoe | Ha atukeTxe gna GaHkn yKa3zaHo: HauMeHo-
HENaTeHToBaHHOe HaUMEHOBaHWe Ha PYCCKOM U | BaWWe NPOM3IBOAUTENSA, ero TOBApHLIA IHaK,
aHINWACKOM A3bIKax, A03UPOBKY, nexapcTeeH- | «P-OAPM  UHHOBAUWOHHBIE  TEXHOMOMMM
HYl0 DOpMy, HOMEp CepuM, AaTy WCTEUEHWA | 3A0POBbLS», TOPrOBOE HaUMEHOBaHWe npe-
CpoKa roaHoCcTH (roAeH Ao). napara, MexayHapoAHOe HenaTeHTOBaHHoe
Ha atuketke AnA 6aHKW YKa3biBalOT: HAMMEHO- | HAMMEHOBAHUE HA PYCCKOM W BHIMIACKOM
BaHWe NPOM3IBOAVTENR, €r0 TOBAPHLIA 3HaK, «P- | A3abikax, Ao3upoBka, nexapcreeHHan gopma/
®APM WUHHOBALMOHHBIE TEXHONOTUM 3A0pO- | KONMYECTBO TabneTtok O\HOW YNaKoBKe,
BbA», TOProBOE HaWMEHOBaHWe npenapaTta, | HOMEp Cepun, Aara WCTEMEHWA CpoKa rof-
MeXAyHapoaHOe HenaTeHTOBAHHOE HAanMEHO- | HOCTW (roaeH A0), MAEHTUUKALIMOHHLIA Kop
BaHve Ha pPyCCKOM W aHrMMACKOM Aabikax, A0an- | u dhapm-koa.

POBKY, nexkapcTeexHylo cbopMy/ KONMYECTBo | Ha nauke ykasawo: TOProBoe HauMeHoBaHvie
TabneTox B OAHOI YNaxoBKe, HOMEP CEpUM, AATy | NPenapaTta, MeXAyHapoAHOe HenaTeHTo-
WCTEYEHMA CpOKA rogHOCTW (rodeH AO0), WAeH- | BaHHOE HAUMEHOBAHUEe Ha PYCCKOM W aH-
TUUKALIMOHHBIA Wiunu hapm-kos (npu Heobxo- | rAUIACKOM A3bIXaX, AO3NPOBKA, NeKapcTeeH-
AvMOocTh). Has copmal konuvecTeo TabneTox B OAHON
Ha nauke ykasbiBaioT: TOProBOe HaMMEHOBAHWE | YNnakoBKe, COCTaB Ha oaHy TabneTky, ¢ yka-
npenapara, MexayHapoAHOe HeNnaTeHTOBaHHOR | 3aHMEM HaUMEHOBAHWA M COAepPXaHWA aeit-
HaUMEHOBaHWE Ha PYCCKOM WM @HINMWACKOM f3bi- | CTBYIOWEro BeL|ecTBa, MEPeYHn BCNOMOra-
Kax, AO3UPOBKY, NEKapCTBEHHYID GopMy/ KONK- | TENbHLIX BELWECTB U NEPeYHA KOMNOHEHTOB,
uecTso TabnieTok B OAHOA yNakoBKe, COCTAB Ha | BXOAAWMX B COCTAB NIEHOYHOM OGONOMKM,
Mapkwnpoeka OAHY TabneTky, C ykasaHueM HauMeHOBaHUS W | HaUMeHoBaHve fepxarens PY, aapec gep-
CoaepxaHuA DeACTBYIOWEro BewecTsa, nepey- | xatens PY cokpaweHHo (cTpaHa), Haume-
HA BCMIOMOTaTeNbHLIX BELECTB W NEPeYHA KOM- | HOBaHWe NPOM3BOAWTENS, aapec NPoM3BOo-
NOHEHTOB, BXOARALUVMX B COCTAB NNEHOYHOR 060- | AUTeNs CcoKpaweHHo (CTpaHa), ToBapHbiiA
noykd, HaumeHosanue nepxarena PY, aapec | aHak npowssoawntens, «P-0APM WMuHoBauu-
Aepxatena PY cokpaweHHo (CTpaMa), Hanme- | OHHbI@ TeXHONOTMW 3A0POBLAY», YCNOBUA
HOBaHWe Npou3soavTeNs, anpec NPoU3BOAMTE- | XpaHeHus, cnocob npumeHenns «fns npu-
NA COKPALWEHHO (CTpaHa), TOBAPHLIA 3HaK NPO- | ema BHYTPL», YCNOBUR OTNYCKa, Npeaynpe-
ussogutenn, «P-OAPM WHHOBaUMOHHbIE Tex- | AuTenbHbie Hagnucu:  «(lpUMeHsT> no
HOMOrUK 3NOPOBLA», YCNOBUA XpPaHEHNA, Cnocob | HasHaueHwlo Bpada», «XpaHuTe B HeAo-
npumeHeHna «[nA npuema BHYTPb», YCMOBMA | CTYNHOM ANA AeTeill MecTe», «Mepen npu-
oTnycka, npeaynpeguTtencHble Hagnucu: «lpu- | MEHEHWEM O03HaKOMbTECL C  JINCTKOM-
MEHATL NO Has3Hauehuio Bpaua», «XpaHuTb B | BKNafsiem», «He NPUMEHATh NO UCTeve-
HEAOCTYNHOM Ana aeTeit mectex, «flepes Npu- | HAWM CpOKa rOAHOCTUR, HOMEP Cepwn, AaTa
MEHEHWEM O3HaKOMbTECH € NWCTKOM- | NPOM3BOACTBA, AATA UCTEYEHWA CpOKA rof-
Bnageiuem», «He NpUMEHAT NO UCTEYEHWUM | HOCTU (rogeH 4o), nepemMeHHyr uHgopma-
CpoKa rogHOCTW», HOMEpP Cepun, AaTy NPOU3- | UMI0 ANA MOHWATOPUHIA ABWKEHUA nekap-
BOACTBa, AATY WUCTEYEHWS CpOKa rOAHOCTM (ro- | CTBEHHOrO Npenapara oT NPoU3BOAUTENS A0
AEH [10), NEPEMEHHYI0 MHHOPMALMIO ANA MOHK- | KOHEuHOro noTpebutens (B ToM uucne kog
TOpWHra ABWXEHWA NEKapCTBEHHOTO Npenapata | NPOAYKTa, YHWKANbHLIA KOA), WTPUX-KOA,
OT NPOM3BOAUTENA [0 KOHEYHOro noTpebutens | naeHTMUKALMOHHDIA 1 hapM-Koa,

(B TOM yncne KOA NPOAYKTa, YHUKaNsHLIA Kop),
LUTPUX-KOA, MABHTUDUKALMOHHLIA Wiunu hapm-
koA (npn HeobxoanMmocTH)

B 3awmuieHHoM oT cBeTa MecTe, Npu TeMnepa-

XpaHeuue Type He Boiwe 25 °C CooTsercreyer
Cpok rogHocTi 2ropa CootsetcryeT
3AKNKOYEHMUE:

AaxHan cepua npenapara yaoenersopset TpeGosannam J1M-Ne(001 059)-(Pr-rRU)-2

HavaneHuk OKK/MI Weanosa T.B. %{/

LomxHocTs U0 {_Dbfinucs




301D 3anuce Crp. 1m?2
@‘:‘ PA3PEIIEHUE HA BBIIIYCK CEPUM Kon: ®-01-COII-T'TL.OBIII-
roTOBOM NPOAYKIUH 009-02
Pazpemenne Ne 272-2023

Hanmenosanue NpoaAYKTa

[IUHATHUITAP TabneTKH, MOKPHITIE TUIEHOYHON
obomnouxoit, 30 Mr

Jlexkapcreennas popma, 103HPOBKA

TabneTkH, MOKpHITHIE IWIEHOYHOH 000104K0i, 30 MT

Vnakopka (mepBHYHAN, BTOPHYIHASNA)

[1o 28 Tabnetok B 6aHKY IOJIHMEPHYIO s
JIEKAPCTBEHHBIX CPEJICTB, YKYNOPEHHYIO KPbIIIKOH
MOJIMMEPHO#i ¢ KOHTPOJIEM TepBoro BCKphiTHsl. Kaxas
OaHKa BMeCTe ¢ THCTKOM-BK/Ia/IbIIIEM B TTAYKY W3
KapToHa KOpoOO4HOTO.

Homep cepun 011023C
Pasmep cepuu 414 yn.
JlaTa npon3BoOACTBA 13.10.2023
JlaTa ynakoBkH 28.10.2023
09.2025

Cpoxk roasoctu (roaes 10)

HopmarusHasi foKyMenTanus Ne

JITI-Ne (001059)-(PT-RU)-280823

Perucrpaunonsoe yrocropepenne Ne

JITI-Ne (001059)-(PT"-RU) ot 20.07.2022. JlaTa

BHeceHus u3meHenui ot 28.08.2023

Buiaaesaen peracrpannoHHoro
YA0CTOBEPEeHHs

OG6mecTBO ¢ OrpaHHYEHHOIT OTBETCTBEHHOCTBIO
«Texnonorus nekapersy (OO0 «Texnonorus
JaeKapcTB»), Poccus

141400, Mockosckas 061., r. XuMkH, yi. Paboyas,
1. 2a, cTp. 31, mom. 21

IIpousseaeno

Axumnoneproe o6mecTBo «P-®apm» (AO «P-Dapm»),
Poccus

150061, SlpocnaBckast 0011, T.0. I'. SIpociaBis,

r. Slpocnasib, ya. ['pomosa, 4. 13

YnakoBauo

Axkuroreproe o6uectso «P-Papm» (AO «P-Oapm»),
Poccus

150061, Slpocnasckas 00i., I.0. I. SlpociaBib,

r. Slpocnasins, yi. 'pomoBa, 1. 15

Boinyckanimuii KOHTPOJIb KavecTsa

AxuponepHoe o6uiectBo «P-®apm» (AO «P-Dapm»),
Poccus

150061, sipocnasckas 00i1., I.0. I. fpocnasiib,

r. Slpocnasns, yi. ['pomosa, a. 15

Homep, 1aTa BbIIa4H NPOTOKOJIA
HCObITAHHE**

D

Haunmenosanne AOC

[lMHaKanbIeT ruApOXIOPU, CyOCTaHIHA-TIOPOIIOK

(U0

irectum RX - 248




SI3TJID 3anuck Crp.2u32
'Qés PASPEHIEHHUE HA BbIIIYCK CEPUH Kon: ®-01-COII-I'TL.OBII-
(A I'OTOBOM NPOAYKIIUHU 009-02
Homep cepuun ADC CNC21002, CNC21003
lpomsoppens/Cryana Hourbsur ®srove Tek s11 Jlaiid Ko. Jitn, Kopes
HPOH3BOAHTEb

Hacrosumm s noateepxkaaio, uto npu npoussoacTse aaHHoi CEPUH MPOAYKLHH BbIMONHEHLI BCE HEOOXOAUMbIE
OTIEPALMN M NPOBEAEH NOMHBIH KAUeCTBEHHbIN N KONMYECTBEHHBIH aHANH3, HCNBITAHNA H NpOBEPKH, HeoOXoUMBIE 18
obecneueHns ee KauecTBa B COOTBETCTBUM C TPeGOBAHHAMH, YCTAHOBAEHHBLIMM TIPH TOCYAapCTBEHHOH perucTpaumu
fleKapcTBEHHOTO cpenactea*®, TpeGosanuamu [Mpasun Haaneskaleil NPON3BOACTBEHHO npaktikn (GMP), nuuensueii na
MPOU3BOACTBO ACKAPCTBEHHBIX CPEACTB, & TAKKE HHLIMM TPeGOBAHUAMM, YCTAHOBJEHHBIMH HOPMATHBHLIMH MPABOBBIMH
axtamn Poccuiickoit ®enepaunn, EBpasuiickoro 5K0HOMHUECKOrO cOI03a, repes ee BLIMYCKOM.

3anucH no NpoM3BOACTBY, YNAKOBKE H KOHTPOMIO KAuecTBA AAHHOI CEPUH rOTOBOH NPOAYKUMH NPOBEPEHBI
YCTaHOBACHO cooTBeTCTBHE TpeGosannam [Npasun vanneskaueii nponssoacTBeHHoil npaktikn (GMP).

Yuonaomouennoe JIHHO NPOH3BOAHTE/IN JeRapeT EHHQI’O cpeacrea:

Pvcos M.H. A 74 11 ALK S

DHO Hoonuce Hama

¥ - omn gapmayesmuueckux cybemanyuii  yrasvieaemcs «6 coomeemcmeuu ¢ OUHHBIMU,

NPeOCaBRenHbIMU NPU GKIOYEHUN & 20CYOapCMEeHNblil Peecp NeKapemEentbix cpeodcmen,

** - coenacno ocobbin yeaoeusm  pecucmpayuu JII, yrazaunvim 6 PY npomoxon ucnwimanui

yKasvieaemea 018 cepull, OnA KOMOPLIX 00A3AMENbHO UCHLIMAHUE KAYecméa Kaxicool cepun JIIl na
coomsememeue  MpeGOSAHUAM,  NPOBOOUMBIMU  AKKPEOUMOBAHNLIMU  GIOONCeMHBIMI yupescoenusmu,

noosedomcmeentvizmu Munzopagy P® u Pocsdpagnadzopy u oas nepewlx mpex cepull, 6nepebie NPOUIE00UMbIX
JIIT.

BHyTpeHHuii uaentuduxarop sanucu 8 AMC P3H: 4/&/& // Yy y

irectum RX —

D
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