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HAUMEHYBAHHY
HOKAZHMKA
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JOKYMEHT AU

PEIVIALTAT

Quue

TaGnersn kpyrooi dopMe 3 swoonyriow0 [IOBEPXHEIO, BKPHTL MIUBKOBOIO

< Bignorinac
ofouonKoo Ginora KoHLOpY, 3 PHEKOIO,

Tnewrudikanis

2.1, Ha xpomarorpami BUIIPOGOBYBANOTO  POIMHMY, OTPUMAHGT  1IpH
uposeaeni BnpoSysanun «Kismskicne sasuaveunsy, uac YIPUMYBAIN
OCHOBHOTO I(IKY CCUMTANONPAMY MAC CHIBIANATH 3 MacoM YIPHMYBAHHS
OCHOBHOVO TIKY CCUMTANONpAMY Ha XPOMATOrpaMi POSUHHY TTOPIBMSHHS 3
TOMHICTIO & 2 %

Blanosigae

2.2. Ha xpomarorpami sunpoGorysanoro POBYHIY MAC BHARINTHCH OCHORHA
IUTIMA. HA PIBKI OCHOBHOT INIAMII HA XPOMATOIpami POBUNHY TOPIBHAHMS,
sKka Bipnosiiae i 3a poamipom Ta inTeHCHRIICTIO TIOTITHAAMIA.

Binnoninae

Cepenna maca

Bin 247 mr o 273 mr 259 wmr
(260 mr + 5 %)

Pospninernns He Ginpme opuicd IHARBIYATLROT MACH MONE BIXOMMTH 50 MO win 85 % “ Binnosijac
e 10 115 % i sxogua Maca He Mae BHXONMTH 32 MoK Bix 75 % no 125 % Bij B :
TabReTOK SEPCIEHOT MACH IONOBHHOK TadJICTOK.

Pozsunenns

Bianosiac:
He meme 80 % (Q) ecnwranonpany 3a 30 xn. : j’l - 11‘ :

Onuopizuvicrs
JIO3OBAMX OJUIHHIL,

Maue pipnosijgary sumoram J1Y, 2.9.40, I311.(f’_!ps}l{lﬂfﬁ

Cynposiai
oMtz

Homimxa A (sianosinac posinug A avixso €® 1a wrranofpamy gomimui Al
wigmo  dapmaenci  CLIA) - ( IRS )« 1= 3-(mumermpaminoynportis)-1-(4-
dropdenii)-1,3-nurinpo-2-Geusodypan-5-kapGoxeaniy ~ e Ginnie 0,3 %:

Bijumosidac

Jominna B (sianoninae nomimi B srigno €0 1a nuranonpamy gomimni B
arimo dapmaronei CUIA) - F-{3-Quimernramivolnponis-1-(4-drophenis)-
3-rigporen-1 S-uurinpoizofenso-gypan-5-xapBouitpu - e Gisure 0,5 %

Bignosizae

Hominna C (sizroninae gominni C srigno €@ 1a wrranonpasy qomimui C

- o . L . Bianosigac
svipgno dapmaronei CUIA) - 3-(3-mumennamino-nponing-3-(4-gropdertin)-
G-uiano-13H)-isobenzodypanon — ne Hineme 0,5 Y%:

Hominma B (sinnosinae gominng H srigno €O 1a HuTanonpaMy jgominng & . .

. o , ) ) Binnosinac

3ripto Qapaarone! CLIA) - -(3-puveraaanino-tporr o)1 -(4-dropdein)-

1 3-nurinpoizoGensodypan-S-kapSonirpun-N-okcua - ue Ginsiue 0,2 9 i

HaltGinnmol ueencundixosanoi qomimgm - e Sutnme 0,2 %: Biyoniiae
Cyma ioMimok - ue Sigsnie 1,0 %. Bigtoninac
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HAUMERYBAHEUL BHUMOI'N HOPMATHBHOL PE3SYJABTAT
NOKAZHHKA JOKYMEHTALII
MixpoBionoriuna Kpurepii NpPHIHATHOCTI:
YHCTOT Saranbie WUCHO aepoBHYX MIKPOOPraHiaMi (TAMC) - 10 KYOIr. Binrosigae
3arabHC UACHO ApINCIXKOBHX | TTICEHEBHX rpubis (TYMC) - 1P KYO/r. Binnosizac
Haspuicrs Escherichia colis 1T —ue OTNYCKAETBCA, Bianoeigac
Kinsxicue
BUSHAUCHHS:
ecuuranonpaM Bin 18 po 21 mr/rabn. 21 mr/Tabn.
Yiakoska [TosuHua BianoBigary Bumoram MK J3. Bingosinac
MapKyBaHHA [ToBnHHO BianoBigaTy Bamoram MKSLJI3. Mﬁfﬁ%\ Bigmnosigac
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BHCHOBOX: Pompn OO

L{u 51 HiXTBEPAAKYIO, IO NPHBEALH piue indopmauis € ROCTOBIPIOIO i TOMMOKO. i_ff—l"é’éﬁ"i’?{”ﬁyna puroTonaeHa (BKII0NAI0TH
ynaxonxy/maplcynamm) i Gys npopegcumii RORTPOIL i sKocTi Ha BHINEBKA3ANH pinsHuui y nopmii sianosignocT 2
pumorami GMP, a Takox ¥y pignosignocti 3i cncnudianisn, axi micTsiThen B peecTpauiifomy A0CHE. ITpoToxoam
BHPODHNITEA, YIAKOBKH T2 ananizis Gyan neperssy i i peranonicHa pigneBixnicT BUMOXaM GMP.

[IpenapaT JO3BONEHO 10 peanizanii.

VrosaosaxeHa ocoba 0,10, Snenko
IL.Lb.
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