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RU-QA-SOP-037-v-03-Annex 04 Z@NTIVA

IMNOATBEPKJIEHHUE

Ne 2024/0021 ot 12.02.2024

0 COOTBETCTBHH JIEKAPCTBEHHOT'O I1PEITAPATA TPEBOBAHHUAM,
YCTAHOBJIEHHBIM IIPY EI'0 TOCYJAPCTBEHHOM PETUCTPALIMM

TOPrOBOE HAMMEHOBAHUE Anbda A3

MEXOYHAPOOHOE HENATEHTOBAHHOE Anb$aKansumaon

HAUMEHOBAHWE

NEKAPCTBEHHAS ®OPMA, 103VIPOBKA kancynbl 1,0 mxr (30), dpnakoHs! (1), nauku
KapTOHHble

HOMEP CEPUW ' 139063

OBBEM NAPTUM 49620 ynakoBOK

[OATA BbITIYCKA / TOAEH 10 28.02.2023 / 01.02.2026

Kataneut [xepmanu d6epbax M'mbX,
lepmanua/Catalent Germany Eberbach
HAMMEHOBAHMVE 1 AZIPEC GmbH,Germany Gammelsbacher Str. 2, 69412
Eberbach, Germany/ Tesa ®apmalLieBTHYECKUE
NMPOMU3BOAWUTENA .
Mpegnpuatua /itg, Uspauns/Teva Pharmaceutical
Industries Ltd 18 Eli Hurvitz St., Ind. Zone, Kfar
Saba 4410202, Israel, cTpana: Uspannb
M N012070/01 ot 29.12.2011(aata 3ameHbi PY
HOMEP WU OATA PY 07.06.2021 ), sbigaHo 3eHTHBA K.C., YellcKan
Pecnybnuka
HOMEP HOPMATUBHOW IOKYMEHTALIMA | HA 42-2842-05, nam, Nel-11

MACNOPT NPOMU3BOAUTENA/CEPTUDUKAT
AHANU3A Ne 6/H oT 19.10.2023

Ha ocHOBaHMM npefoCTaBNeHHOW WMHOCTPaHHbIM npousBoguTenem WHbOpMaLuUK,
NOATBEPKAAIOLLEN, YTO CEPUA NIEKaPCTBEHHOTO npenaparta 6bina npousseAeHa U NpoBepeHa B
COOTBETCTBMM C JNULEH3MEW Ha NPOU3BOACTBO NEKapCTBEHHbIX cpeacTte, TpeboBaHuaMU
PErucTPaUMOHHOro focke, TpeboBaHuAMM MpaBun HagNeXaled NPOM3BOACTBEHHON NPAKTUKK
(yreepxaennl Mpukazom MuHUCTEPCTBA NPOMBbILLNEHHOCTU U Toprosau P® ot 14 uiona 2013r.
Ne916), a Take UHbIMK TpeboBaHUAMM, YCTAHOBNEHHbLIMWU HOPMATHUBHBIMU NPABOBLIMM aKTaMK
Poccuiickoi Pegepauum.

JlekapcTeeHHblit npenapat: Anbda 43 - kancynsbl 1,0 mkr (30), dnakors! (1), Nayku KapTOHHbIE,

cepua: 1439063, naptna:49620 ynakosok, COOTBETCTBYET tpebosaHuAM, YCTaHOBNEHHBLIM NpU
€ro rocyapcTBeHHON perucTpaumnu.

MNpoayKuWa paspelleHa K BBOAY B rpaxaa
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000 «CUBUPCKHAN TEHTP JEKJIAPUPOBAHUA U CEPTUOUKATINI
(000 «CIAC»)
630007, POCCHSI, Hosocubupcek, yia. Kommynuctuyeckas, 31. 35, oth. 344, Ten./daxc (383)
209-02-54
Henwrrarensnas aaboparopas 000 «CIIC»
659325, POCCHSA, Anraiickuii kpaii, Buiick r, 3aBogckas yu., A, 69, 3maHue Hexa mo
nepepaloTKe PaCTHTEIBLHOIO CHIPbS,
Te. +7 (913) 086-25-31, e-mail: seds@nskseds.ru
VHEKaILHEIH HOMED 3aITHCH 00 aKKpEHTALHH B PeecTpe amcpemonaam;m g RARU21PIILS

VTBEPXJIAIO
3aseyromuit XJ1 000 «CLIAC»

ﬂmuan G L
(Q,Igaphpo Ore
o

1O.B. Cenesnesa

{no, )

«12» deppans 2024 r.

Ne 635.24 ot «12» pespans 2024 r.

Haunmenosanue 06pasna (o6nexra) nensiranuii: Ansda /13 kancyns: 1 mxr (pnaxon) 30 x 1 (nauxa
KapTOHHAas)

Cepns: 139063

Tonen po: 02.2026

IIpennpusiTHe-AIroTOBATENS, cTpana: Karanent [xepmann D6epbax I'M6X, I'ammenscbaxep Ltp.
2, 69412 D6epbax, 'epmanns/Tera Dapmanesruyeckue [Ipemmpasrus Jra., 18 Oma ypsaty Cr.
Wun. 3oyn., Kdap Caba, Mspauns

Hadopmanus o 3aKa39uKe (HAHMEHOBAHHE H KOHTAKTHbIC JaHHbIE 3aKA39HKA):

000 «CIIZIC», 630007, POCCHS, Hosocubupek, yi. KoMMmyrUcTHYeCKad, 31, 35, 0. 344(,11:151
000 «3enTuBa Dapmay)

Jara noxygenns obpasua (o6vexra): 09.02.2024 o nanpasnermo Ne 37465/ 12 or 09.02.2024

Hudopmanus o6 orope o6pasua: npegocrasiena sakasgaxomM 000 «CIIC»

(JlaGoparopus He ocymecTiseT 0TOOp 0OPA3IOB H HE HECET OTBETCTBEHHOCTH 3a CTAIHIO orbopa
00pa3noB u HHPOPMAITHIO, IPEIOCTABICHHYIO 3aKa34HKOM, )

HaenTaduxkanus mocrynuBmux obpasuos: Ansda JI3 xancymsr 1 MKr (@nak 0i)-36
KapTOHHASL) e
IMocTynmao HA HCMBITAHHA: | yIIakOBKa /* \%\
IemocTHoCTS YNakosku: He napymena [[S ;" £}
Hopmamnaa AOKYMEHTAIH: I-LII42-2842-05 wzm.Ne 1-11 gy ™

OTHOCHTEIIBHAS BIAXKHOCTD oxpy)xaiomero Bo3xyxa ot 30 % no 75 %; armocthe
kI1a go 106 xIla.

Cpencrsa H3MepeHHs: -
Hara(er) nposegenus ucobiTanmii: 09.02.2024-12.02.2024

HaumenoBanue TpeGoBanus K KavecTBY N0 PeayneraT HenbiTaHuil
Ne NoKa3aTes HOPMATHBHOMY JOKYMEHTY.
n/n (xapaKTepHCTHKH). EQuBAIB] H3MepeHuil.
Metoa (MeToauKa)

Crp. 1133



HCIILITAHAMN,

Onucanue

0.25 MKT Kancyns!

OBansHEle, KPACHOBATO-KOPHYHEBEIE, MATKHE
KENaTHHOBEIC KANCYJEl C HaneyaTaHHEIM
"0,25" wuepHOM KpackoH, cosepxamue
6neHo-KeNThii Mac/AHLIH pacTBOp.

1.0 mxr kancyms

OsanbHbie, 0T KPEMOBOTO IBeTa A0 MBETA
CIOHOBOH KOCTH, MATKHE JKENarHHOBEIC
Kancyasl ¢ HamewaraHHeM "1,0" gepHolt
Kpackoli, comepamue  OneIHO-KENTHIA
MAaCNAHLIH pacTBop.

1.0 Mxr xancysmsl

OsansHele, KPEMOBOTO  1BET4,  MATKMC
JKENATHHOBBIE KANCYNE! € HANEHATaHHLIM
*1,0" yepHo#t Kpackoii, conepxamue GreaHo-
AENTEIR MacIFHbIA PacTBOp.

Ynaxopka

Tlo 10 xancyn & Grucrepe U3
CBETOIAITATHOTO NOHBHHHAXAOPHAR U
amoMuHIeB0i donsru.

Hosuposka 1,0 Mxr:

1o 10 wimm 30 kancys Bo dakoxe u3
TOMHIIPONTHIICHA BEICOKOTO JABNEHHA C
NONHMOPOMIICHOBOH KPBIIKOM, (PlakoH
crafyicer oXxpaHHOM JIEHTOH KOHTpONA
TIEPBOTO BCKPHITHA.

Hosuposka 0,25 Mkr:

nio 30 w60 karcys B0 Gnakone H3
NONUNPONHACHA BEICOKOTO JaBICHUS C
TIOJIMIPONHIEHOBOK KpBIIKOH. PrakoH
CHABXeH OXpaHHOM NEHTOH KOHTPONIA
NEPBOTO BCKPBITHA,

Kasinsit gpnaxon, unu 1 6muerep, umm 3
GnucTepa BMECTe C MHCTPYKLIMEH 110
NpPHMEHEHHIO B KAPTOHHOH navke.

JHosnposka 1,0 Mxr:

30 xancyn Bo GIAKOHE K3 TIONUITPOMAICHA
BRICOKOrO JABJEHUS C NOMHIPONHUICHOBOH
KphiuKo#, Dnaxos cHabkeH OXpaHHOH
TeHTON KOHTPO/A MEPBOre BCKPBITHA.

Kaseii GnakoH BMECTE ¢ WHCTpYKLMEH no
MPUMEHCHUIO B KaPTOHHOH navike.

Mapkuposka

1) [Tepsunas ynakogka

Ha fucTepe Ha pycCKOM A3bIKE YKa3bIBAIOT:
TOproBOe HauMeHoBaHHe npenapara; MHH;
INO3UpPOBKY; NeKapcTBeHAYIO hopmy; HomMep
lCepii; Ty MCTEIEHHA CPOKA TONHOCTH;
InpousBOACTREHHEIC KOMEI®,

Ha sTukeTKe (raKoHa HA PYCCKOM A3bIKE
YKA3EIBAKOT:

Toprosoe HauMeHOBaHUE npenapara; MHH;
TO3MPOBKY; AEKAPCTBEHHYIO GopMy;
O/IHYECTBO KANCYJI B YHaKOBKE; COACPXAHHE
AKTHBHOTO BELIECTBA B ] KAICY/e; YCnoBHA
xpanerus; noroTun Zentiva; «Cepus:» HoMep
icepun; «I 0leH 110:» AaTa UCTEIeHH CPOKa
FONHOCTH, TPOM3BOACTBCHHBIE KOABI*,

2) BropuvHas ynakoska

Ha navke KapTOHHON HA PYCCKOM S3BIKE
[YKa3BIBAKT:

1) [Tepeuynas ynakoska

IHa atuxetke §akoHa Ha PYCCKOM S3bIKE
[YKa3aHo:

ToproBoe HanMeHOBaHHe npenapara; MHH;
103HpOBKa; fekapeTBeRHas dopma;
KOMHYECTBO KANCYN B YIIAKOBKE; COACPIKAHUE
AKTHBHOTO BCIIECTBA B 1 Kancyie; yclaoBud
Xpanerus;; norotrn Zentiva; «Cepus:» HoMep
cepum; «['OleH ot» 1aTa HCTEHEHHA CPoKa
IFOHOCTH, POM3BOJCTBEHHEIE KOIBL.

12) BropuyHas ynakosxa

[Ha nayke kapToHHOH Ha PYCCKOM S3BIKE
lyKas3aHo:

IToprosoe HaumeHoBauue npenapara; MHH;

proEce HauMeHOBaHue npenapara; MHH;
O3KPOBKY; JIEKEDCTBEHHYIO hopMy;
KOTHYECTBO KAyl B YIIAKOBKE; HA3BaHUE H
conepanne aKTHBHOTO BemecTra b |
kancye; «IIpenapar COAEPIKUT MaciIo
apaxwca, MIHIEPO, MAHHHTOL »; crocol
uMeHenus « [l mpueMa BHYTpb.»; «He
CTIONB30BATE 10 HCTEYSHHH CPOKa
rogHocTy, »; «[lokasaHus ¥ pesxuM
03HPOBAHHMA CM. HHCTPYKIHIO. »;
XPAHHUTH B HEJOCTYITHOM I
MECTE»; yenoBHs XpaHeHns;
CII0BHA OTITyCKa; «JIpOMIBOIMTENE:N
EHOBAHHE KOMIIAHHH-TIPOM3BOAUTENA,
crpana; norotan Zentiva; usobpakeHue
EBYILUKH; IITPHX-KOI, HOMED
erUCTPALKOHHOO YA0CTOREDEHUS;
IPOU3BOJCTBEHHBIC KOMBI®; HOMEp cepuu
«Cepus:» wimm «HC:»; 1Ty OKOHYAHHA CPOKa
auoctH «oner no:» wik «CI», nanHse

03MpOBKA; NeKapcTBeHHas hopma;
KONWYECTBO KANCY/T B YIIAKOBKE, HA3BAHHE H
cozlepXaRNe AXTHBHOrO BemecTsa B 1
kancyne; «TIpenapar CoOAEpRUT MacIo
apaxica, riHIepon, MAHHHTOM »; criocod
npumencHns «Inx mprema BHYTpE.»; «He
HCTIONE30BATE [10 HOTEUSHHH CPOKa
rOAHOCTH.Y; «TTOKa3aHHA H PEXXHM
03HPOBAHHA CM. HHCTPYKIIHIO. »;
«XPAHUTE B HEAOCTYIIHOM J1JIA
TEN MECTE»; ycnopus XpaHeHus,
cnoBus otmycka; «IIpoussoguTens:»
HaHMEHOBAHHE KOMITAHUH-TIPOH3BOJIUTENA,
crpana; norotun Zentiva; usoGpaxenne
CBYIIKH; HITPUX-KOJ; HOMED
HErHCTPALIMOHHOTO YIOCTOBEPEHNS;
MPOM3BOAICTBEHHBIC KOIIBI, HOMEp CCPHH
«Cepusi:» J1aTa OKOHYAHMS CPOKa FOAHOCTH
«ozen 10:» DaHHBIE U1 MOHHTOPHHT2

Crp. 2 3 3




MOHHTOPHHTA JIBIKEHHS 1eKapCTBERHBIX {5 IEKAPCTBEHHLIX CPENCTB
T8 (MHQOPMAIHIO 0 cephamnzamn): 2D- (MHpopMaimio 0 cepHanusaimy); 2D-MaTpuKe
arpuke Kof, kox mpoaykra GTIN «KIL»,  [kon, xox npozykra GTIN «KILo, cepHiHEIL
uinb HoMep «CH:» Homep «CH:»

* 1OJTEl VKASEIBAIOTCS NPH NPOH3BONCTBEHHOH
e00XONMMOCTH, ¥ HX MECTOPACTIONOKCHHE
03KET MEHATHCA B 3aBHCHMOCTH OT
TOrHYecKuX 0cofeHHOCTEH

OH3IBOJCTBA

PEHHTE [TPH TEMIIEPATYPe He a;ume 25°C.  [Xpamuts npH Temnepatype He suime 25 °C.
oK rogHocTH: 3 rona Cpox rogsocTy: 3 roza

3asB/IEHAE O COOTBETCTBHY TPEOGOBAHMAM HIIH CHENHQHKaIHIM:
Pe3y/BTaTE HCIBITAHHM HAXOAATCS B TIPENieNax HOPM, YCTaHOBICHHBIX TPeOOBaHHAMU HOPMAaTHBHOTO
noxymenta HJ 42-2842-05, mam.Ne 1-11 mo mpoBepeHHBIM NOKA3aTEIIM Ka4eCTBa.

3anpemaeTes YaCTMYHOE MW NOHOS KOMMPOBAHHE M NEPENEHATKA MPOTOKONA (€3 MHCHMEHHOrQ paspelieHus MCTIBITaTeNbHOM NabopaTopHH,
JHaunsle pe3y/IbTATS! HCIBITAHKUA OTHOCATCA TONBKO K 00pasuam, NoABEPTHYTEIM HCMEITAHHAM.

Konen nporokona
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Crpannualms 3
19.10.2023
09:36:49U3pannb
CepTudMKaT COOTBETCTBUA

Kop marepuana 32075603 Homep MHcneKuuu 40000195764
OnucaHue matepuana  Anbda A3 1 mkr 30 kancyn Poceun
Cepwun 139063 Konuyecteo 49620
[ara npoussoacrsa 28 dpespana 2023 CpoK rogHocTH 01 dpespana 2026
YcnoBuA XpaHeHUA He sbiwe 25 °C Jata ynakoBku 30.08.2023 -
03.09.2023
OtobpaHHble obpasybl 10 ynak. dopmyna ynakosku  32075603/00
®dopma Bbinycka Markue }enaTuHoBbIe Twun ynakoBKH MnacTMKOBbIA GpNaKoH
Kancynbl 4na npuema
BHYTPb
[o3npoBKa AnbdaKkanbunaon 1mkr Paamep yNakoBKM 30
CtpaHa U3paunb Kog maTtepuana Ha H/A
NPOUCXOMACHUA pbiHKe
CrpaHa-umnopTep Poccua Homep M N012070/01
perucrpauyMoHHoro HA 42-2842-05
yAocTOoBepeHua mameHenue 1-11

MNnowaaka Bbl NYCKaLWero KOHTpoaa

HaunmeHoBaHue Tesa ®apmauesTtuyeckue Mpeanpuatua JIT4

Appec 18 3nu XypsuTy yAn., UHAYCTpUANbHAA 30H3,
4410202 K¢ap Caba, U3pannb

PerucrpaumoHHblit Homep MIA 11/2023/A

Homep ceptudumkata GMP GMP =11/11

Mnaowaaka TecTUpoBaHUA

HaumeHoBaHuMe Tesa ®apmauesTuyeckue Mpeanpuatua /T4

Appec 18 3num XypeuTu ya., UHOYCTpHUanbHas 30Ha,
4410202 Koap Caba, U3paunb

PerncrpauyoHHbIiA HOmep MIA 11/2023/A

Homep ceptudukata GMP GMP =11/11

Tesa 3aBog Koap Caba,
Tesa ®apmauesTuyeckue MNpeanpuatua /1ta Ten. +(972) 9-7648222
18 3nm Xypsury yAa., 4410202 Kdap Caba, U3panns www.tevapharm.com
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CrpaHuua 2m3 3
19.10.2023
09:36:49U3paunnb
CepTudHKaT COOTBETCTBUA

Koa martepuana 32075603 Homep MHCNeKuun 40000195764
Onucanue matepuana Anbda [3 1 mkr 30 kancyn Poccma
Cepua 139063 Konunuectso 49620

MnouwiagKa ynakoBKH

HanmeHoBaHKe Tesa ®apmauesTuyeckue Mpeanpuatua /ITa
Appec 18 3nu XypsuTy yA., UHAYCTPUANbHAA 30Ha,
4410202 Koap Caba, U3paunb
PerucTpauuoHHbIit Homep MIA 11/2023/A
Homep ceptudurata GMP GMP =11/11
YnaKkoBOYHbIY MaTepuan SKU ynakoeku | Cepun Bepcusa
Anbda A3 1 mkr 30 kanc ZE RU LBL 32079324 7000047074 01
Anbdpa A3 1 mkr 30 kanc ZENTIVA RU PBX 32079329 7000050850 01
Anbda A3 1 mkr 30 kanc ZENTIVA RU PBX 32079329 7000051967 01
Anbda [3 0,25 & 1 mKkr kanc ZENTIVA RUSSIA INS 32079330 7000056910 01
Anbda [3 0,25 & 1 mkr kanc ZENTIVA RUSSIA INS 32079330 7000059333 01

MNnowaaxka npoussBoacTea HEQBCOBBHHO“ npoayKuuvu

HaumeHoBaHue KataneHT [ykepmanu d6epbax rmbX
Appec 2, FTammenwbaxep yn., 69412, 36epbax
PerncrpauuoHHbIin Homep H/4
Homep ceptudumkata GMP H/O
Onucanue SKU Homep SKU Homep cepum Jarta npoussoactea
HedacoBaHHOM
nNpoAyKLUK
Anbda A3 kanc 1 mkr 20AK00740 2000074967 28 ¢espans 2023
(NP/NFWP)

MNnowaaka npoussoacrea APl

HanmeHoBaHuWe diwe Kemukan UHpacTpus Jita e

Apnpec Neot Hovav Eco-Ind.Park, EMEKCapa, PQEEX?’MQ
8412316 BE'EP LLIEBA, Mspannb \\\

PerucrpaumoHHbIit Homep H/A 7 \+ )

Homep ceptudukata GMP 144/8

Homep FEI FEI 3002913672 ‘

Tesa 3aBog Kdap Caba,
Tesa ®apmauesTtudeckue MNpeanpuatua /T4 Ten. +(972) 9-7648222
18 3nu Xypsuty, ya., 4410202 Kodap Caba, M3paunb www.tevapharm.com
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Crpanmuya 3 m3 3
19.10.2023
09:36:49UN3paunnb
CepTudMKaT COOTBETCTBUA

Koa matepuana 32075603 Homep uHcnexkyun 40000195764
Onucanue matepuana Anvda A3 1 mkr 30 kancyn Poccus
Cepuna 139063 Konuuecrtso 49620
Onucanue SKU Homep SKU Homep cepun CEP / DMF
HedacoBaHHOM
NpoAYKUMUK
Anbda Mmapokeu A3 (TEBATEX) | 408624002 5000018287 H/4
PaccneposaHue: Het
Mpouecc Bannaauum cepum Het
3aknoyeHue

HacToAWMM NOATBEPKAAI0, YTO NPUBEAEHHAA Bbile UHPOPMALMA ABNAETCA AOCTOBEPHOIA
TOYHON. [laHHaA cepua NpoAyKuuu Gbina npousseeHa C ynaKOBKOW / MapKMpOBKON M
KOHTPO/MIEM Ka4YecTBa Ha BbILIEYNOMAHYTbIX CaifTax B NOJHOM COOTBETCTBUM C TpeBOoBaHUAMM
GMP MecTHOro perynvMpyloLwero opraHa 1 cneuudrKaumamm B perucTpaLMoHHbIX JOKYMEHTOB
CTpaHe KAueHTa.

3anuMcu O NpOM3BOACTBE, YMaKOBKE W aHanuse napTuid Gbiiv NpoBepeHbl M NpU3HaHbI
cooTteeTcTBYyOWMMU GMP.

KommeHTa puu: BbiNyWeEHO

Opo6peHo: lgor Zverev Aama:/Bpema: 19.10.2023, 09:36:4613paunb
Boinyck OOK

1ot OOKYMEHT cO3[aH B 3N1eKTPOHHOM BUAE B CUCTEME C 3IIEKTp0HHOﬁ noanucelo.

Tesa 3aBog Kdap Caba,
Tesa ®apmauestuueckue Mpeanpuatua /114, Ten. +(972) 9-7648222
18 3nm Xypsutu yn., 4410202 Kap Caba, Uspannb www.tevapharm.com
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CeptuduKkar aHanusa

ANb®A 3 1 MKl KAMCY/1bl 30 wr

C2-Internal

Homep cepum: 139063 Koa nosuuumu: 32075603

Dara npoussoacrea: 28 dpespana 2023 r. lfoaeH po: despans 2026

Jara aHanu3a: 08 man 2023 .

PedepeHc: QDP0114594/3.0

UcnbiTaHua Hopmbli Pesynbrathbl Mecro
nposeAeHuA
aHanusa

Onucanue OsanbHble, OT KpemoBoro Cootsetcreyer IL_KFS

dNacTUYHOCTL

CpepgHana macca
COAEpPXUMOro Kancynbl
MopAnHHOCTD

KonuyecrseHHoe
onpepeneHue
C[27]H[44]0[2]
Konu4yecteeHHoe
onpegeneHuve
l-a-rugpoKcuxoneKkanbun-
depon

KonuuyecteeHHoe
onpeaeneHve
MNponuarannar

lonosHol oguc

yn. [leopa a-Hesua, 124, Tens-Asus, 6944020, U3paune Ten.: +972-3-9267267

LBeTa [0 UBeTa C/IOHOBOW
KOCTH, 3N1aCTUYHbIE, MATKKE
YKEeNaTUHOBbIE Kancynbl, C
Hagnucblo «1.0», HaHeceHHOW
Ha OHOW CTOPOHE KpacKow
YepHOro uBeTa, HanoAHeHHbIe
6neaHO-¥enTbiM MacNAHbIM

pacTBopom

MoaTeepXAeHO Ha owynb Cootsetcreyet IL_KFS
97 - 103 mr 102 mr IL_KFS
Bpems yaepxusaHua Cootsercreyetr IL_KFS

OCHOBHOrO NUKa Ha

XpomaTorpamme MCMbITYyeMoro

pacTsopa CoOTBEeTCTBYeT

BPEMEHU YAepUBaHUA

OCHOBHOTO MWKa Ha

XpomaTtorpamme

CTaHAApPTHOro pacreopa

90.0 - 110.0% ot yKasaHHOro 103.4% IL_KFS
Ha aTUKeTKe

He meHee 85.0% 98.5% IL_KFS

90.0-110.0 % ot ykazaHHoro  101.7%
Ha 3TUKeTKe

Ctp.1u33 Omyem: 879,514.00 RU W3:LIMS_PROD



teva

CeptudmKar aHan

u3a

AZTb®A 13 1 MKTI KAMNCY/1bl 30 wr

Homep cepuu: 139063 Kog no3uuumn: 32075603
Darta npoussoactea: 28 ¢pespana 2023 . fopeH po: ¢despanb 2026
[ata aHanu3a: 08 man 2023 .
PedepeHc: QDP0114594/3.0
MognuHHOCTL (BIMKX) Bpems yaepHusaHua MNpoBoguTca IL_KFS
Mponuarannar OCHOBHOTO NUKA Ha nepuoanYecku
XpOMaTorpaMme UCnbITyemoro
pacTBopa cooTBeTCTBYeT
BPEMEHM YAEPKUBAHNA
OCHOBHOrO NWUKa Ha
XpomaTtorpamme
CTaHAapTHOro pacTsopa
NognuHHOCTL (BIXKX) Bpema yaepuBaHua Cootsetcreyer IL_KFS
dl-a-Tokodepon OCHOBHOTIO NWKa Ha
XpoMarorpamme McnbITyemoro
pacTBopa COOTBETCTBYeT
BPEMEHU YAEPKUBAHUA
OCHOBHOTO NWKa Ha
XpomaTtorpamme
CTaHAApPTHOrO pacTeopa
OAaHOpOAHOCTE NO Macce CoOTBETCTBYET TEKYLLEN Cootsetcteyetr IL_KFS
sepcum Esp. ®apm. (2.9.5)
Pacnagaemoctb He 6onee 30 muH. (Boaa 7 MUH IL_KFS
ouuw,. Esp.papm., 37°C).
CooTBeTcTBYET Tekywew Esp.
dapm. (2.9.1)
MuKpobuonoruyeckan 4ucTorta
Obuwee yucno He 6onee 1000 KOE/r Menee 10 IL_KFS
a3pob6HbIX KOE/r
MWKPOOPraHU3mMoB
O6uwee uncno He 6onee 100 KOE/r MeHee 10 IL_KFS
ApoxxKei/nnecHese KOE/r
Nbix rpubos
OTcyTcTBUe CooTBeTCTBYeT Tekylwei Esp. COOTBETCTBy{’f;". :
Escherichiacolislr ®apm. <y
lonosHoli oguc
yn. Asopa a-Hesua, 124, Tens-Asus, 6944020, U3paune Ten.: +972-3-9267267

Crp.2wu33

Omyem: 879,514.00
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C2-Internal

teva

Ceptudukar aHanmsa

ANb®A A3 1 MKl KANCYNbI 30 wr

Homep cepum: 139063 Kopg no3uuuu: 32075603
[arva npoussogcrea: 28 dpespana 2023 r. lfoaeH po: ¢despanb 2026
[ara aHanusa: 08 man 2023 .

PedepeHc: QDP0114594/3.0

[laHHbIM NOATBEPXAAEM, 4TO BCe HEOBXOAMMbIe aHanu3bl BbINN BbINMONHEHDI 6binm
BbINONHEHbI B COOTBETCTBUM C TPe6OBaHUAMM HOPMaTUBHOI AOKYMeHTauuu, o4o6peHHoK
YNONHOMOYEHHbIM OPraHoM.

Opo6peHo: Areen lraqi

[JonxHOCTb: AHanuTuk nabopartopum

BbinyuieHo: Igor Zverev

JomKHoCTb: OOK OTBeTcTBEHHbIA 3a BbiNycK, Tesa M3paunb, nnowagka
Kpap-Caba

[ara nognucu: 19 oKktAbpna 2023 09:01:24

MOCKONbKY AaHHbIV AOKYMEHT CO3JaH B BaNMAMPOBaHHOW CUCTEME ynpaBneHuA nabopartopHoit
uHbopMaument, [OKYMEHT MMeeT 3N1eKTPOHHbIE NOANUCH.

MecTo npoBeaeHUA aHanusa:

IL_KFS — Tesa — Kdap Caba

lonosHoli oguc
yn. feopa a-Hesua, 124, Tenb-Asus, 6944020, M3paune Ten.: +972-3-9267267

Ctp.3m33 Omuem: 879,514.00 RU MU3: LIMS_PROD
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