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Terpanmximn, tTabieTkn, NOKPITHIC IICHOYHOM 000s104KO 1

00 mr, 10 mrT., YIAKOBKH SYEHKOBLIC

KOHTYpHBIE (2), TaYKH KapTOHHbIE

MHIT - Terpanuxiinn

Homep cepuu 40226

Komuuectso 47940 yuakosok

Jara 16.02.2026

IIPOU3BOJACTBA

JIunensus na mpoussoaerso Ne JI012-00102-77/00010672 ot 11.04.2024 ¢
Ceprudpuxar coorsercrsus tpeboBanusam [Tpasuin Hapiexkanieit npoussoacTseniol npaktuky EADC
Ne GMP/EAEU/RU/01244-2024
Perucrpanuomaioe yyocrosepenne: JITT-Ne(010058)-(PI"-RU) ot 06.05.2025 r
Hopmarusnas jloxymenrauus: JII-Ne(010058)-(PT'-RU)-060525

Kauccrsenas peakiys ua
XJIOPHJIBI

YACPIKHUBAHUA OCHOBHOIO IIHKa Ha

[Tanmenopamme Tpebopanust k kayecTsy 1o HIJT Pezyiprars ucnsrranmi
110Ka3arcicH !
Ouucanme I'® PD, Busyansubrit Tabnerku KpYyIJIBiC,
Tabmerky Kpyritele JIBOAKOBBITYKIIBIC, JBOSAKOBLIIIYKIIBIE, IOKPBITHIC
IIOKPEITBIC TUICHOUII0H 000109K0H KpACHOTO TUICHOYHON 060II09KOH
usera. Ila monepeunom paspese sIpo KeIToro  |KpacHoro 1BeTa. Hal
IBCTA. HOTMEPEYHOM  (paspese  siJpo
aenroro nsera, Ilo Buenmemy|
BHILY | COOTBCTCTBYE]
TpeboBanuim | QaC
«Tabnerkuy I'dD PO
T1oJUTHHIIOCT I'd Pd, BOKX HOIITBCF)K}[CH&
TeTpauuK:IMHa THAPOXJIOPH/L Bpems

XPOMATOTIpaMMe HCIIBITYEMOTO pacrBopa

JIOJDKHO COOTBETCTBOBATH BPCMCHM

YACPHHRBAHNSA [THKA TCTPAITAKIIMITA T

xpoMarorpamme pacrsopa CO Terparuxina

rHJIPOXIIOPH/A.

I'd PdD, xagecTBeHHAS PEAKIIH HA XIOPHIIBI
Obpaszyercs Genblii TBOPOKUCTEIH OCAIOK,

HEPaCTBOPHUMBIHA B a30THOH KHCIIOTE
passesennon 16 % u pacTBOPUMBIL B
pacteope 10 %.

dMMHaKa

[TomoxxkwreanHast

OJEopoIMOCThE MacChl, MI

1'® PO
01 120,25 0 139,75

OTKJIOHEHHE OT CPeHeH MacChl JIONYCKaeTcs y

18 n3 20 Tabnerox -ue donee £ 7,5 %, n y 2 u3 127,87
20 tabnerox — ne 6ozee £14 % +3,79/-2,49
Tanbk, % ['® PD 1,?1
. He 6omee 3.0 ]
Pacia)(@aeMoCTh, MHIT ['d PO lﬂ
He Goutee 30 .
Pacrsopenuc, % I'® PO, cexTpodoroMeTpust 95!,1

He menee 80 (Q) Terpamukinia ruipoXiIopuia

gepes 45 MEH.
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Ipumecu, %

- Ipumecen A (4-

I'd PO, BOXX

AV < L1 u Bce 3nauenus Xi yOBICTE
nepanencrpy (1 + L2 x 0,01) x M > x
% 0,01) x M (L2 =25,0)

oOpsoT
i>(1-L2

DUUTCTPATIKIIII) e boJiee 4,0 1432
-Ipumecr C (4-

OIMAITH) (PO TCTPATTHKIIAN ) 0,02
-lIpumecs D 1e 6onee 3,0 |
(anruporCT AL KITHH ) |
-Jliobast ejpnuaas He bomee 1,0 0.14
HCH)ICOTUOHIIMPOBALHAS

UPHMECT ne dostee 0,1 0,04
-Cymma Beex upuMeccei

e He Boiree 4,0 1,52 ]
Horepst B macee npu I'd Pd 1,34
BLICYIIMBanH, % He 6onee 3.0

Ojuopoocts ['®d PD, criocob 2, pacdeTHo-MaccoBEIH

JIO3MPOBAHHLIX CJ(HITALL il[pu n=10AV <LI (.1 =15,0). Ilpa n = 30 4.9

Mukpobrosoruycckas
YHCTOTA

I'd PD
Kareropus 3A

MHKPOOHOJIOrHYECKYIO THCTOTY 00JIa
a’poOITEIX MEKpOOpranu3Mos u Lschg

H HE 00JIa/1aeT dKTHBHOCTEBIO B OTIIOI
APOJKIKEBEIX W TIJICCHEBBIX TPHOOR.

TerpauukIing B YCIOBHIX HCHBITAHES Ha

et
ANTAMHUKPOOHEBIM JICHCTBHEM B OTHOTICIIHH
srichia coli
[CHVIH

HMcusrranue Buljicpxubact

Kosmuecrsennoe
OlpE/IC/ICHIE, MT

' PO, BOXKX
Ot 90,0 10 110,0 Terpanmkmna rusy
CYMTas Ha CPEJIHIO Maccy TablICTKu

POXIIOPHJIA,

102.4

Viaxonska

[To 10 rabnerox B xomrypnyio s
VYHAaKOBKY H3 [UJICHKH IOJIMBHIIKIIXIIC
honuru AMOMHIHCBOH
JAKHPOBAHHOH.

2, 4 KOUTYPHBIC AYCHKOBDLIE YIIAKOBK}
MHCTPYKIMCH 110 MEIHIHHCKOMY Ip]
LIOMCIIAIOT B [Ia4Ky M3 Kaproma.

4eHKOBYIO

pHILTION H
Heyarnof

H BMCCTEC C
AMCIICTTHIO

10 rabuerox 8 konrypuoii

SYCHKOBOH 11aKOBKC H3
[JIEHKH '
HOIMBHITHIIXJIOPHTIO N "
donbru ANOMHHIHCBOH
[EeYaTHON JAKHPOBAIIIIOH,

2 KoHTypI-mxciy SUCHKORBBLIC

YMAKOBKH C MICTPVKI[HCH 110
MEJIMITMIICKOMY| [IPHMEICITHIO
B HIAYKE U3 Kap1olia,

204  maukem B sn@Ke M3
ro()poKapTona.
Mapxuponka lepsuuias (BiyTpemnss) yraKosga Iepsuymas ‘(’1;11_\"['110111151;0
Ha xomrypuo#t smeiikosoit  yuakoske ma | viiakoska
PYCCKOM  A3BIKC  yKasnlBalOT: | Toprosoe | Ha xomrypunoil suciikopoid
HAaUMCIIOBANNC  JICKAPCTBCLLOIO — [Ipelapara | yiakoke ia qyccr«m SIABIKC
(coBuamaer c MEKJIY HAPO/IHBIM | YKA3anLL; TOPIroBoc
HENATCHTOBAHHLIM HAUMEHOBAIIMEM), | HAHMCHOBAHUE
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JIEKAPCTBEHHYIO  (OpMY, JIOBHPOBKY, HOMEp
cepud (1aTa IPOU3BOJICTBA BKIIOUCHA B HOMEP
CEpUH), JIAly UCTCUCHHS CPOKA TOJHOCTH.

Ha xonTypHOM s4YCHKOBOH yIAKOBKC IIa
AHIJHACKOM  S3BIKE  YKas3bIBAIOT: JIOIOTHII
JIEpXKATeNIs PErHCTPALMOHHOIO YI0CTOBCPEHMS,
«PROMOMED».
Bropuunas (rorpeSureinekas) yiakosKa

Ha mauxke na pycckOM A3BIKC VKA3LIBAIOT!
TOProBOC  HAUMCHOBAHHC  JICKAPCTBCIHOIO
upenapara (CoBHAZaeT ¢  MCWK/(YHAPO/IHEIM
HCLATENTOBANHBIM HAHMCHOBAIIUEM),
KOJIMYCCTBO TabJICTOK B YIAKOBKE ¢ yKa3aluem
JICKapCTBEHION (POPMEI, JIOBMPOBKY, COCTaB C
yKasanueM HaHMEHOBaHHs M CO/CpPIKAHHA
JIEHCTBYIOIIErO BEMIecTBa B OIHOM| TadieTke,
«IIpenapar couepXuT Kpacwrelb 430pyOuIy,
DIIEMEHTHI JH3aia c rpapuaecKum
n300paKcHreM JICKApCTRCHHOM (hopmel,
YCIOBHS  OTIYCKd,  YCJIOBMS  |XpaHCHHS,
«XpaHHUTE B HEIOCTYITHOM JUIL JIETEH MecTey,
«Cr1oc00 UpAMCHEHHS: CM. HHCTPYKIHIO 110
MCJIAITHHCKOMY HUPUMEHCHUION, Homep
perucrpanmuomioro yiocroseperus («PY Nuiy),
nomep cepuu («Ceprsy) (Jlara 11pou3BojicTea
BKJIFOYEIIA B HOMCP CCpPHM), JIATY MCTCUYCIHHS
cpoka rogmoctn («l'oyen Jio»), HITPHX-KOJ,
HAMMEHOBAHWE ¥ CTpaly IIPOHZBOJIMTEIs,
HAMMCHOBaHWE | cTpamy nepKarens
PErucTpaLMOIHOrO ¥JIOCTOBECPCHHUS,
HIHGOPMAIIO  JUT  MOHMHTOPHHIA | J[BHIKCIIHN
JIEKAPCTREHIIOro Ipenapara OT 1POH3BOIHTCIIsL
[0 KOHEYHOTO mHoTpedHTeNnst — | CPeICTBO
wientugukapy  (kog  Data  matrix, (01)

rnobaLIEHT  HICHTHOHKAIMOHHLIE — HOMEp
TOPIroBOM (21)

EJIMHALLI (GTIN),
MHIMBH)LY LB CEPUIHBIH HOMEp| TOProBoi
eyaunenn).  Jlomoimurensiuo  MoryT  ObITh
HAHECEHB! TEXHOIOIMYCCKUE KOJIbI.
Tla mauke na anrjUicKOM SH3bIKC YKA3BIBAIOT:

TOProBOE¢  HAMMEHOBAHHE  JIEKAPCTBCIIIOTO
npenapara «Tetracycliney, KOJIMUCCTBO
Tab/ICTOK B YIIAKOBKC C yEKazanmucm
nexapersertoit  Qopmer  «XX  film-coated

tablets» (XX — KolMuecTBO TaPIeTOK B
yuakoske), jgozuposky «l100 mg»,| JororTun
JIepIKATEs PEIHCTPALIMOTHOI0 Y/I0CTOBEPCIHS,
«PROMOMED».

JICKapCTBEHHOIO  IIperapara
(coniigjlaet | c
MCILY HAPO /HBIM
HCITATCHTOBAHIBIM

HaUMCHOBANHUEM),
Jrcxapcmeuna%l dopma,
IO3MPOBKa,  [IOMEP  CepuM
(mara | HPOU3BOJICTRA
BKJIIOYEHA B HOMCpP CCpHU),
Jlata  HMCTCYCHMS  CpoKa
rojHocTH. |

Ha xonrypuoit sueiikoBoii
YUAKOBKEC 118 aHrjuicKoM
A3BIKC  YKA3aubl:  JIOIOTHII
JepKaress
PETHCTPALIHOIHOIO
YIIOCTOBCPEIIHS,

«PROMOMED».

Bropuunas J
(moTpeduTennekas) VIIAKOBKA

Ha nadxe na pycckom sizbiKe

YKa3aHbl: | TOProBo¢
auMenoBanng

JICK’de'l'BCIIHOL“O npeliapara
(corraj@aet ¢

MCIK/LY HAPO LI BIM
TEHATCHTOBAILIM
HAMMCHOBAITHAM ),
KoummgectBo | tabierok B

YIIAKOBKC C‘ yKazanumcem
JCKapCTBCHHO (l)Op.\fILI,
HO3UPOBKA, cocran (&

yKasanueM HAEMCHOBAIIMA M
cojlepkatns  JeHCTBYIONero
BelecTBa B 0xHo# Tabierke,
«lIpenapar | COCPIKHAT
Kpacurellsh a3opyOuI»,
DIIEMCHTLI Jmsaiina C
rpaguyecKum ﬁsofjpammmcm
JICKapCTBEHHON dhopmal,
YCIOBHSL OTIIYCKA, YCIOBHS
Xpanenus,  «XpaHuThL B

HCJOCTYIIIOM | JUIS  JICTCH
MECTE», «Crrocob
LIPUMEIICIIHSI: CM.
HHCTPYKIIHIO 10
MEJIUITHIICKOMY
upnmcnel-lmo»J‘ HOMOCD
PETHCTPALHOHIION0

yuocmsepelm;} («PY  No:w),
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Homep cepunm u  jary  wcrewerus cpoka

TOJIHOCTH  JIOOYCKACTCS HAHOCHTE
MCTOIOM THCHEHHS HJIM TICYATH.

Ha Iauky

NPOM3BOJICTBA  BKIIOYCTA B
nomep CCPHH), Jjlara
HCTCYCHUS CPOKA IO/ (LOCTH
(«l'omerr  j1om), HITPHUX-KOJL,
HaUMCHOBAIKMEG W ¢rpana
IIPOM3BOIHTEIH,
HaUMENoBanvue - ¢rpana
JiepKaress
PErHCTPAIHOIIIOTO
YAOCTOBCPENus, HH(hOpMAaIHs
U1 MOHUTOPUITA J(BUIKCHHH
JEKApCTBCHIOIO  rperapara
oT HPOH3BO) M TCII Jo
KOHEYoro norpeburens —
CPeIICTBO  MylCHTHpUKAIHHT
(kox  Data 'matrix, (01)
I'oGaIbLHLIH
HICHTAPUKANHOH LI 110Mep
Topropoé empui (GTIN),
(21) ML HBH/ (Y QLI
CCPUHIIBIA HOMED TOPIOBO
caMnuuLl).  Jlonoimurenio
MaNCCeHnl  TeXHOIOIHYCCKHE
KOJIBI.

Ha mauke wma amrimiickom
A3BIKE  yKasalbl TOpronoc
HauMmerosanue
JIEKapeTBenioro  upeliapata
«Tetracyclinen, kosucerno
TabNCTOK B | yH4KOBKC ¢
yKasalmdeM  JICKapCIBCHIION
dopmbr  «XX  film-coated
tablets» (XX — kosmgecrno
TabICTOK B yIAKOBKC),
JIO3HPOBKA « 100 megy,
JIOTOTHIL JCPIKaTCIs
PETHCTPAIIHONEOIO
YIOCTOBEpeHNUS,
«PROMOMED3».

Homep cepuun u  jara
HCTCUCHHS  CPOKA  1'0/UIOCTH
HAHECCHERI Ha nalmy MCTOJIOM
1CUATH.

Xparnenue

Xpauuts 1pu Temueparype He oime 25 °C. Xpanuts B opur muumuon

YHaKoBKe (rayke).

Cpox rojioctn

3 rona

Jro;lcu o 02 2029

HOMEp cepui ( <Ccpﬂﬁ») (,ua'reﬂ
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Saxmouenie OKK. Coorsercrayer rpeGosanmsiv JIIT-Ne(010058)-

(PI'-RU)-060525

Pyxosojurrenn OKK Xapanckuii A.B.

(/}WWM N0k | Sntrossceecbe T

NP7 74

(nara)

Penrenue Yuoimomouennoro Jluna:

Lojrrsepx)taro, 4ro npUBejcHHAs BBHIIC AHGOPMAIUs SBISC]
Upou3Bejicna  (BKIIOYas YHaKOBKY (MapKUpoBKY) U KOHY
UPOHU3BOJICIBCIUION  TUIOMIA/KE B ITOJHOM COOTBCTCTBHH €
1IPOU3BOJICTBCIION NPaKTHKA EBpasuicKoro 9KOHOMHAYCCKOIO C(
JICKAPCTBCUIILIX  CPEJICTB, A TakkKe B COOTBETCTBHH CO
pErucTpannonioM J0Che.

3aumcy 110 IPOU3BOJICTRY, YIIAKOBKE H alalu3y MPOBEPEHLl, U Y1
I paruii najurexanei 1pou3BOJICTBEHION NPaKTHKH EBpasuiicko

Yuonnomouennoe JIAITO

poiib  KadecrTna)

CHCIH(pUKAIULMH,

CH JIOCTOBEPIOH W TO4NOH. Dra cepus

Ha  BRITICYKa3zaunoH

tpebopanmsimu  lpasui najyicxkanicii
103a ¥ TpeOOBAHMAMU KOHTPOJIS KAYecTna

COJACPIKANIUMHUCH BB

AHOBIICHO MX COOTBCTCTBHUE '1'p66013a1m;1M
‘0 DKOITOMHYCCKOI'0O COIO34a

7aszpeuieHo Ha peanmsaumio
YrioNHOMOYEHHOE NNLLO
bblukoBa H.I

YNONHOMOYEHHOE JHLO
—n0 paueeray KK

(ONAHOCTD)

-

(noanues)

(nara)




