Hasga aikapenkoro jacoby:

Jdikapenka gopma, o3ysannn:
Bupobuuk aikapcskore sacofy:

Pecerpaniiine nocsinvenus
Ha JiKapcnkuil 3aci:
Airoua pewouna:

Yxpatua, 02232, M.

Eastpharm

Tosapucrso 3 06Mexerow Bianosiganstictio “ICTOAPM”

CEPTUH®IKAT SIKOCTI Ne003
Bia 25 Bepecusi 2024 poky

MAKPOLIED

Kuis. npocn. Masakoscskoro, By, 68, wiu 3
Teaedon/harc Mo6. +380 68 201 33 39 7 dhake +380 44 <37 62 (2

NOPGIHOK 419 PO3UMHY A1g iH eruifl no 1000 wmy/
TOB «lcvpapm». Vipaina (nakysanns 1o

K

OO0

hopmn in holk HCTIC

Xebeit Xyamin Qapmaceiotikan Komnaui Jlivites. Kirait)

Ne UAZ19795/G1/01 8in 15.12.2022

I hrakon MicTuts uedonepasoHy HaTpiic umim’me;rmo HeonepasoHy

FO00 w1, cyapbakTaMy HATPiio exBiBaReHTHO C

yasbaxramy 1000 vr,

B, poimip 1a koMivieKTHicTh yoakosku: 5 (BAAKOHIB 3 MOPOWIKOM Y KAPTOHHIH m»pomu 3 MAPKY BAHIAM

snn.

Homep cepil 1a possmip cepit
Aava supobuuursa

Java sakingcnin 1epminy npuaatTHocti:

Jionssi:

3 sHpobHuuTEA:

1 KOHWTHOSI HKOCTE:

Peryabrath anansizis:

. Haipa nokasnnka
1. Onne
2. I;mnmbucaum
A Hedonepazon
Cyanbiexman

b Hampiw

3 dipesopictn i
| KOABOPOBICTH POIYHHY

, }l,unycw Mi Mem

yk[)a!HChKOlO MOBCGH).

240401 - 3540 yu.

(472024 p. (nakyBauns 08/2024 p.)
Fipuaaruuii g0: 042026 p

TOB «Texuonabn, 79040,

AnocTtona,2;

jlep,xamia HT 3 kourpomo skocti JU1
popos’s iM. O.M.Mapiecesa HAMH ‘/}\p‘a . 02004

I ersmana Hoayborka, 50.

Airenuug nakysanss nikapeskux lacoGip 17
02099, m Kuis, syn. Pemonria 13, Jivensin zic 3 26.07.2022
Vipaiva. .

o bultks,

Yipaina.
POKY.
Januna

JApis,  Bya

MLHHV

z*pmmm;mm
- Kuie, Bya

sriano MKS o P Ne UA/T9848/01/01.

. Mopowok Giroro ao maitie Ginoro xonhopy

| Pevasrar

Bianosinac

- Yac YTPHMAHHA OCHOBHMX f1iKiB HA XPOMATOrpaMi
JA0CS llJ/i{VBdH()l c.ywun ucQ)onepa'muy Ta

- cynbbaKTamy, OTPUMaHOT IPK IPOBCACHH

| KUIBKICHOFO anaiizy, NOBHHHI BIATIOBIZATH TAKUM

AA% ocHOBHHX nikis uedonepasony CRS ta
cyabGakramy CRS. ianosiano, Ha xpoMarorpasi
ETANOHHOTO POIUKHY.

3a 20noMorow pearutii (a) Ha HaTpil

Bignosizae

Npozopuii | 6e36apsuuit, Gyab-gKa onanecteniis

e Ginbiie BUpaKeHa, HIK y cTaHIapTHIR
cycnensii 1

Byas-sxuit orpumanui konip He 6inbi
IHTEHCHBHUH, HIX eTanonHui pozuann Y4 abo
Y (id

4pH 3.5-6,5 Bianosi e
S.Boaa ( %) <4.0% Bianosiaac
. 6.Crepuannicts | [lpenapar NOBKHEH GYTH CTEPHITLHAM Crepuabity

* 7.Bhakrepiainni

Bianopiiac

Bianosinar

i Memue 0,050 EU/mr npenapaty
CHACTOKCHHW ' e

Decee o 4ot [

Bianoeiza
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. AOJOBAHHX OZUHAUDL

Eastpharm

Torapucteo 3 obMexenoio sianosigansuictio “ICTERAPM”
N

Ykpaiba. 02232, . Kuis, npocn. Maskoscskoro, Gy, 68, odic 233
Tenedon/gaxe mob. +380 68 201 33 39/ axe +380 44 537 62 02

Bianoninae (-2%) - (1%

8. Oauopianicrs

- Cyanbaxram AVZ]S Bianosinac (3)
- Hegonepason AV<IS 1 Bianopinae (33

10.Cynposiani romimkn | Liedonepason aomiwka A: He Ginbie Hix 1,8

Yo | Bianosinae (0.1%)
Hedonepaion gomiwka C: ve Ginbiue uik 0,5%; | Bianosigac (0.1%:)
byae-axi inwi aomiiky: se 6invle Hik |.5%:; Binnosigac (0,0%)
Cyma njow ycix mikiB OkpiM ineHTH(IKOBaHHX:
e Bibiue Hik 3.0%.

Bignosigae (0.0%)

1. Mexaniuni Henuammi vactin: ,
- BRIWMEH A | <6000 vactrnoK/ Garakon (210 Mem); Bianoeisac (367 vacy )
600 wactuno/dnakon (225 Mkm), 1 Bianosijac (3 uaci )

- Buanmi wacrin:
- Posunn mac Gytv  minbHuM  Bia  cTOponmix | Bianosizac
- BHAHMUX JIOMILIOK

12.Kinsxicue He menie ik 43.5% Lledonepazony ‘
- BHIHAYCHHA (CaH-NAKS - C Bianosigac (45.9%)

13.3anniena Kiankicts He menine : 90% i ne Hinswie vix 110 % bia

He menie nis 44.5% Cynsbakramy :
(CeHiNO-S) Ha 1 mr sianosiano (1:1) suxonsuy -

| 3 pOIPAXYHKY Ha Oe3BOAHIH ocHOBI. dianosigac (35.6%)

JRABJACHOTO BMICTY HedonepazoHy
{CosHNGORSH " Bianosizac (16190
He Mettie 90% i e Gitbiie Hi 110 % Big
- zaspaeHoro sMicty cympbakramy (CHiNO:Sy, 1 Bianosiaac (100%)
. BHXO/I94M 3 POIPAXYHKY 110 BIAHOUIEHHIO A0 ’
| cepe/iHbOl MACH BMICTY

. l4.Mapxynanun - BiaAnoBiiHO 10 1aTBEPIIKEHOr0 TeKCTy MapKyBanHs Bianoniaae
| 10 KO PeecTPauiiftHoro OCBIA4EHHSA

e NeUAZI9795/01/01 ia 15.12.2022p.

15 [laxysanns o § daakonis 3 HOPOLIKOM L% POIUHHY Afs Bianosiza

i €KUM paIoM 3 IHCTPYKUICIO A8 MEAHUHOIO
. 98CTOCYBAHHA Y KAPTOHHIH Kopobui 3
- MADKyBAHHAM YKDATHCLKOIO MOBOKO.

Komenrapi: 36epirat B opuriHansHili ynakositi 8 HeJOCTYRHOMY AR AITER MICUI NPH TEMNEPATYPL HE BALIC

23,

Jausa npo ceprudixamiio: LM 7 3acBiauylo, U0 BUIE3a3HaucHa iHdopMalis € AOCTOBIPHOW Ta
Tounoto. 1lg cepis 240401 npoayxuil Gysna BUrOTOBEHA, BKIIGUAIOUH NAKYBAHHN/MAPKyBaHHi 14
KOHTPO/Ib AKOCTI Ha BHIIE3A3HAYEHUX NABHUILIX Y NOBHIH BiANOBiAHOCTI g0 BuMor GMP (CT-H MO3Y
42-4.0:2020, 3araepmkeniit MinictepcTBoM OXOpoHK 30poB's Ykpaiku Bin 16 motoio 2009 poxy Ne 935 ¢y
peaakiil Hakazsy M?;&:%Mxoponu 3nopoB's Yipainn eig 04 Tpasws 2020 poxy Ne 1023)) i MK no PIL
NeUIAZI9795/01/01 ‘ggﬁémgy& R Ta fiuewsii Ha an&@‘ﬁngmuo JHKapChKIX 3acohin.
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