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Howep ceprmr __ 2031280925 Komisecrso rtaxonos / xopodo s ceprn 49 250 /985
“Jlata npouzsoncrea 23.09.2025 i S | 2
- Anamas ssmonmen no HJY JII-No(005496)-(PT-RU)-170524 :
Top. ToRmme kst TpeGosanns wopmatunrol Pesyinuratul
_HOM. : LOKYMEHTALH [AHANI30R
1 2 3 4
: 1 Bensiil e acenmosamsim
Topomtok Genoro uni Genoro & HCITORATHIM OTTEHKOM [BeTa. ommeton nopotok.
1. Onueanya BoceraHonnenssif PACTROD (p2eTRop, NosyHeHHsi TP OIpenee- Boccmanoanennuii
HHH BpEMEHH PRCTBOPEHHA) MPo3pasHE, oT CHETNO-HENTOTO [0 Ppacmaop npospaaniiil
MENTOr. UBETA X ﬂemmﬂlmm
| Heemp
Bpems pacteopenss cogepmnmora HA B 3,5 M1 gode P e S
¥ Bue: P p PEHHA COJep (riaxona B 3,5 MIT sode
POMA PECTBOpeHES Honxao BuiTk He Bonee 3 Muw. Coomwmaye;::_
Bpems ynepusanns 0cHoRHOTO nrka Ha XPOMATOIPAMME HCIIEITY- Coomeememsyeni
3. | Mrenmudmxanss EMOTD PACTEODA HOIKHO COOTRETCTEORATL BpOMetiy YIEPAHEAHHA
OCHOBHOTY MUKA A XPOMATOIPaMMe CTERIARTHOrD pacTROpa. Coomeememayem
OKpalBANKe niaMeHy & Kertuil mer
Ot mumyc 155 o Murye 170 7 TIepectieTe Ha BeIposH0s H ceobo-
4. | Ynensuoe spamenue HOE OT DCTATOMHRIX ODrAHNNECKHX PACTROPHTENSH ReMEcTED -162
- (1 % pactaop npenapata) .
5 [pospasnocts 1,2 % pactnop npenapata Domken Gerrs OPOIPEEHLIM KT BL1SPRHEAT]. Hpospauen
’ PACTBOpa CpaBHeHue ¢ cycnensuel cpanterna [ ; 3 :
[IsernocTs 1.2% PACTROP Npefapar qofken BBUIC[IKHBATE CPABHERNG & PACTEOPOM ok
B pacTEOpA cpanientn Ys wm BY; 3 Menee smanona ¥s
5 pH pacreopa Or 6,0 o 80 (10 % pacreop npenapara) 7.0
Mexanmuccine smose- | g COOTRETCTBHM C TPEGOBAHIAMY (MeTON BUAYANL ML) Coomeememeyem
g | THE Bud - | Kemniecrao yactun pasmepon 10 mxm 1 Gonee ve zomxmo fpeBni- |
et :acm:ub: wats 6000 & | dnakoue; KOMHHECTEO waCTHI pasvepoM 25 niod 1 Coomeemcmayem
= NeHacmPE | Gonss HE JI0ILKHO MPeBLIATE 600 & | dnakoue :
; Vo Enumirinas sennenTuduuMpoRantas mpiecs e Gonee 1,0 % | 617
: CymMMa npuyveceii He Bonee 4,0 % 017
10. Congpianue Romsl He fonee 11,0 % 87
AuetoH He Gonee 0,5 % G001
Ocratousnie 2-nponanon ue Gomee 0,5 % Omcymcrmeyem
1. | oprammeckue T
P!E)-DTBDPHTW AUETORHTPHT e Gonee 0,041 % Omgcymemeyes
Metunenxnopna He Gonee 0,06 % |  Omcymemayem
12, | Tpustanamum He Gonee 0,05 % Omcymemeyem
13. | BeeTepuanime He ionee 0,05 E3 wa | wir nedrpuaxconn Coomsemcmayem
| 7" | sHAOTORCHHEI | =
14, | AHOMallbhag Jormien BEITH HETOKCHYHRM Hemoxcuyen
TOKGHHHOCTE
15. | CrepmanHocTs Homken Goith cTEpHALHAEM Cmepunen

Hedrpuakcon nopomox aua LPHTOTOBNCHRS PACTEOPA
UL BHYTPHBEHHOTO M BHY TPHMBIISIHOTO BReIeHES | T
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A He menee 895 Mir/mr 1 He Gonee 945 mEr/mr T
N uedTprakcona (CisH Nz 048;) & nepectere na 997
16, Kﬂﬂﬂ‘_fﬂcir_ﬁﬁ.lmoﬂ Gezeozoe i croGozuoe oT OCTATOYHEIX - -
onperenenye OPranKYeckix pacTEOPHTE el Remectss
= He wmerec 90 % u e Somee 110 % OT HOMHHA N6~ N
SR —_ | HOTO xomHecTs uedpracona Bo dnakoke 215
Tipy n=10 nepauiit noxasaren: TIpuBkenenS Srss ¥ '
17, | Omsiopommocrs ﬁ:HSn"I:‘.; O%i;:ri)i; MOKAIATEE npnoha.‘n:::i\‘;mcm A¥ ey 3'4
SRR asm AV = L1 i Bee 3Hauerus x; yalonneTROpsioT Coomsemcmayem
uepaseHcrey | M-xi | <0,01L2-M (1.2=25 )
I r pelicreyiomero BELIECTRA 80 (II2KOHB 1 ri,qiai-ic-rnyrj:zulero BELICCTRA
BMECTHMOCTEIO 10 MIT, repMeTu'isio ykynopesssio | Bo (UISKORET BMECTHMOCTLO
NPOBKAMH PEHHOBLIMM MEIHITHHCKHMH, 10 mu1, repMetaHO
OBATEIE KOMNAUKAMH ATIOMUHHEEEIMH HITH YKYTIOPSHHEIE NpoSKamu
KOMBHHHpOBAHHBIME, PE3HHOBRIME METHLMHCKMMH,
Ha dinaxon saxnenpaior ITHKETLY. OGIATEIE KOMmANKAMI
1 dhmaxoH i nucTok-sKIamEND B NE4KE KAPTOH- KOMOHHHEPOBAHHBIMH.
HO, Ha {nakon HarjieeHa
Mns erauronapos: 50 drakouos # paskoe STURETKAL
18 | Omicanme ynaxoriu KOIITHECTBO IMCTKOB-BKNANEILIGH B KOpoBKe Jns craumonapos:
KapTOHHOL. ' 50 dmaxouos u pasHoe
Ha kopofiky HasocaT Teker wiu Hakensar KOJIMECTRO JHETROB-
ITHKETKY. BiIa/sIIeH B kOpolke
Komnnexmayun ¢ pacmeopumenen. KapTOHHOH.
Pacreopurens: sona nna ssmexumi 5 v wiu Ha xopobie Hakneca
10 M0 B aMmynax eTexnaHHb. ITHKETKA,
| dnarcon # 1 ammyna 10 s wnu 2 ammyssi no CooTperereyer
3 MJ1 B KORTYPHOH A4eikoBoH yiiakoske U
JTHCTOR-BISTANBI B [TAYKE KAPTOHHOH, =1
19. | Mapguposga B cooTReTeTRHH ¢ paznenom 1.3.2. Momynsa 1 perHeTpauMoHHOTO NOCLE
Iepeaunag ynaxkoska | :
Dmuremna guiarona
TOProROE HAHMEHORAHHG ! Uedrpnakcon
NMEKAPCTBEHHOTD NperapaTa Herpuarcan cefiriaxone
MEHIYHADOAHOE HENATEHTOBAH- OOPOIIOK /U1 HPHTOTORISHHA
HOG HAaHMEHOBAHME HA aHITHi- ceftriaxone PAcTBOPA JUIA BHYTDHBEHHOIO
| CKOM A3BIKE H BHYTRHMAILIETHOTO
nexapeTRennas dopma NOPOLIOK A7 NPHIOTOBISHHS PACTEOPA [ BRENCHHA
BHYTPHEEHHOIO U BHYTPHMBLIICHHOTO BESEHHI Ir
Mo3HpaBKa ir CPEPRIERG
e BHYTPHBGHHO *
NpenynpeaHTeNsHas Ha/llHCE CTEPHAEHO BHY TPHMBIIIEHO
OYTb BBEICHHEST B'H}’TPHBEHHCF * BHYTPHMEIIETHO f{IAO (%(pﬂﬂ(bﬂpb{ﬂ., Poccun
HAHMEHOBaHue fepsatend perd- | [TAO «Kpachapma, Poccus pactapma ’fi
CTPAIMOHKOr® yI0CTOREpE- Kpac®apma .
Hus/IPOUSBOIMTENS, €ro cTpaHa, HOMED CepHH (HocieHHe
| TOBAPHEIH 3HaK L HETHIPE HpPEL B HOMEpE —
HOMEp cepHH (nocieaHue HETRIpE uucbpm B HOMOpE — MeCHIL B roJ, IPOH3BOACTEA MECHL] H roJ IpoHaE0cTEa
| npenapara) upenapara) |
JaTa MCTEYEeHHA CpoKa roaHo-
Aara weTedenud cpoka ronHocTH (lonen no MMLITTT) cru (Tones no MMLI'TTT)
CooTeercTRYET __J

Hedrpuarcon mopomor ms OPHTOTUBNEHHA PACTEOPA
AULA BHYTPHBCHHOIQ | BHYTPHMEILIEYHOTO BRENCHIS | T
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E' ol ; :. ‘ oo Bropuuas ynakosxa -F ; N
Imuremia ynaossu onn cmayuonapos 50 gnaxonos

TOPLOBOC HAHMEHOBAHHE Jig-

| KapCTBEHHOTO npenapata UEqJ‘TPHRKGOH St i Q’TPF*?KGOH

MEUCIYHADOLIHOE HeraTeHTo- : cefiriating
RAHHOS HauMenonaye Ha aH- 'c:éﬁ‘:iaxone NOPOIIOK U1 [PHFOTORMEHHA
TIMHCKOM st3piKke i _ Sk s At ool
flekapersenuas Gopma TIOPOIIOK A% NPHIOTORNEHUS PACTROPA Ans BHYTPMlLUwHom

PHYTPHBOHHOTO U BHYTPUMBIIEHHOTO BBee s BEEJEHMA
JNO3HPOBKA

LL) : Ir

ETEPUIEHO

NPeAYNpEeNHTENbHAs HAUTCE | CTEPHLHO

BHYTPHBEHHO *

BB :
YT BBeNeHus BHYTPHBEHHO * BHYTPHMbILEHHO BHYTPHMBILIEYHO
KOTH4eCTBO (akoHos 50 gnakonos 50 Gaxoran
Cocrag Ha 1 (uiakon Cogeas da 1 dmaxon
uHOpMAIuS 0 cocTane nekap- | Jeiicmayiousee sewecmao Aeilemeyouee seujecmao
CTBEHHOTO Npenapata Uedrpuatccon natpus remurerrrarunpar 1,193 rp | Lle@TpHakcoH natpus

remrerrrarmxba*r 1,193 rs
rnepecueTe Ha LedTprakcod 1 o
XpasuTh IpH TeMOepaType He
e 25 °C B opHrHHANLHOM
ynakopke (kopobke) LA 3amuE-

nepecqere Ha uedirpuakcou 1 1
XpaHHTE np TeMmrepatype He Beie 25 °C B
YCIIOBH: XpaHeHus OPHTHHANILHOH ynakoske (Kopobke) A5 3amuTs oT
CBETA

XPAHHTL B HEAOCTYIIHOM ANl JETCH MecTe

He NpHMEHATE N0 HCTeYeHHH opoka I THI OT CBETa
OPEYIIPEAHTEEHEIE HAATHCH P OIIHOCTH
TIpUMEHATE 10 HASHAYEHHIO Bpata XPBI;‘PITB B HEJIOCTYITHOM IIx
= Jns crauponapos .Irflﬂe MEcTE
TlemKaTel b PErHCTRALHOHHOIG Y IOCTORSDEH € IPUMEHATE N0 HCTEHEHIH
Tipore T i peRay CPOKA TOIHOCTH

HaMMe! Tponzsosuren: ;
HOBAHME [IeprKaTens P ‘ [MprMerdTs Mo Ha3HAYEHHIO

peructpamiontoro ynocrone- | TIAO «Kpachapmay ] Bpaua

peuss/nporeouTens, ero Poceus, 660042, KpacHosipekuii kpaii, s cmmmﬂapon

IOPHAMHECKS Anpec, TOBAPHET rH Kpac(Eonpc:K, yi. 60 ner Okra6pa, 31, 2 JlepIKaTeNb PErHCTPALMOKHOTO

3HaK IJEI[: HpMﬂ ynocrusepcmmfﬂpommmeﬂb
B o MAO «Kpacdapuan

LTI Pocena, 660042, KpacHogperuii
s . . a,

GTIN (rnoGaibHblil HeHTHOHKALHOHHELH HoMep) :fp Kpacuospek, yi. 60 et

Hanocar metonamu meuatu ua VINEKOEKE HIH Ha MATEPHANLHOM HocuTene (oTukerie), | Oirabps, 2. 2
HE AOMYCKAIOLEM OTAENSHHA MATEPHANRHOMO HOCHTE/H OT YIIAKOBKY JISKAPCTREHHOIO HpﬂL‘ apma
npenapara Ges noppexcenuii:

KOHTPOJIEHBIH HOSHTHOMKAUMONHED anak (KH3); b - -
MHIWBHIYATRHEIH cepHiltetil HoMep Toprosofi eaunuus (SN); IITPHX-KOI -
HOMep CepHH (IOCIeHHe YeThIpe LMPhl B HOMEpE - MECAL, M T/l MPOUSROACTRA fipe- | O | LN (IIODAIEHEI MACHTH I~
napara); KALHOHHEIR HOMep)

| faTa kcTeueHna cpoka roguocty (omen no MMITTT) Ha.Hecglm METONOM NEYarTH Ha
Ihuxrorpamue: dapmanesTrieckoll komnanuu [TAO «Kpacthapmay oGo3HauaI0T BUBL :;?E)Hﬂaig;;gg;iﬁel::(;::&
YIAKOBOK NIEKAPCTREHHRX DOPM, BEIEICHA HCNONbL3YeMan NepBHYHAR YITAKOBKA IS eMHT Larepmhi-torn HOCHTEIT
MPENAPATA «QIRKORY. OT YIAKOBKH JIEKAPCTREHHOTD
npenapata 6z NoBpesKIeHNl:
KOHTPONBHEH HASHTHOHKALH-
oxHRi 3Hak (KH3);
HHAHBHOYANLHEH cepHiHbIE
HOMEp Topmson CIHHHLIE

(SN);

HedTpuakcon NOpOIMOK MTA NPHIOTOBICHN DACTROPA
JULT BHYTPHBEHHOIQ ¥ BHYTPHMLIIIEYHOTO RRENEHHAA 1 T
Ceprst 2031280925 Crp.3m 4



- T SN B 4
S : | momep ceprm (mocneprme
- | veTeIpe THGPE! B HOMepe —
© | mecamm ro.u TpOHIBOMCTER
| mpemapara); LR
Jara Hc'reuem r.:pcm:a mmmm-u
.| @onen ag MMITIT) -
| Thuscror drapManerTite-
croii mmmsmm ITAO
| «Kpacdapma» obosmamaror
0| penm yﬂnmnmc TeKApCTEeH-
HEIX (hOPM, BEUTENEHA
HCIIOME3YEMas TIepBHYUHAL
YTAKOBKA MU TpelapaTa
«dhnaxomy.
CootBetersyer -
Tlpi Temnepatype He Rilie 25 "C 8 OpUruHaisHOl yrakoske (KOpoOKe) i SamuThI
OT CRETA ! b

Cpox rognoeTi T
21. (J;DK XpaseHit) 3 roma \rﬁ TS IE Tomen no 09.2028

Jlamnsie pmec: DB, ‘:“}. : %\ i

SakmogcHAE:

20. | Ycmopms XpaHenus

«08» _oxrabpa 2025 r.

Tedrpuakeon DOPOINOK /Ui NPHTOTORICHESL PACTRODA
Jist BHYTPHEBEHHOIO B nny"rpmmnnﬂqﬂom BReeHET 1T
Cepust 2031280925
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- PASPEIUEHME HA BBITYCK
JIEKAPCTBEHHOTO CPE/ICTRA B obpamese No 7248
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Haerosmam NOOTBEPHAACTCA, YTO IEKAPCTREHHOE cpe).{cwd: HEd)TpHachll
HOPOIMOK /11 DPATOTOBICHHS PacTEOPA st BHYTPHBEHHOTO H BHY TPHMEINEYHOTO EBEICHUS

: e |
Homep perncrpanmonsore yaoctorepers JII-Na(005496)-(PT-RU) or 17.05.2024 T.

Heparess (najienel) perrcTpaiEoEoro yaocToseperms: [TAQ «Kpacapman, Pﬁlm‘ms,
Kpacrospexaii kpai, T. Kpacsospex, yir.60 ner Oxrs6ps, 31, 2 .

; ; |
Cepua No 2031280925 Hosuposka 11 i

Qopma seimycxa: 1 r Bo duakorsr BMecTEMOCTED 10 ML
st crammomapos: 50 ¢uaakonoe u pasoe KOJIHYECTED JIMCTKOB-BR/IafeUNCH B Kopobke
KaPTOHHOI. |
Iara npomssojcrsa: 23.09.2025

Topen mo: 09.2028 |
|

Konugectso ¢makonos / kopobox: 49 250 / 985 mr. - \
: |

Hpoussenerno _ T1AO «Kpachapma»n. Poccua

B COOTBETCTRHH ¢ TPeBOBAHMAMHE IHIIEH3HA HA HpOUzEoacTRO No H012—00102~77/d0010584

tpeboranuavu HIT JITI-Ne(005496)-(PT-RU)-170524

u NeHCTRYFOINMMH TIPABHIAME HALIEKAICH NPOHIBOACTREHRON NPaKTHIH.

Hporssopurens/Dacosmmk (MeppHEHas y1aK0BKa)/Y NaKOBIEK (STOpHIHAS (moTpebuTensekas)
ymakoeka): [TAO «Kpachapman, Pocems, Kpacrospekmii kpaii, r. Kpacmospex, yin60 ner
Oxtabps, 31. 2/53

Bemycraromuil kouTpoms kagectsa: [IAO «Kpachapman, Poceus, Kpacuospermii Kpaii,

r. Kpacrospes, yn. 60 ner Oxrabps, sa. 2/13

Brmycx nexapersensoro cpenctsa B obpatmenne PR GLE £l £148 i H
{yxasaTs «paspemazon mH «3ampemaon)

VronRoMouensoe muo O 70, 2025 /4 ﬂ““‘?f ~ Babypuua T.IIL
(mara) (nopnuce) (0. H.0)

TIprkas Mussipasa Poccre 06 arrecranun YromHomodessoro mama Ne 280 o1 31.05.2024 ¢
(HOMED, IaTa)




