Cratyc: [leAcTBMTeNbHBIA [Nara scrynnenus B cuny: 09 pexabpr 2021 r.
IDAP_D444398 TA621624MUB_Poccuiickan degepauun

Homep: CERT-70761 Bepcua: 1.0

09 nexaGps 2021 r.

Do Sl ona Komuanu
Texnonoruyeckuit wentp Jnaan
Huamananoane, Mnnnana 46285
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Tenedon: 317-276-2000

waww Ly com

CEPTHO®HKAT AHAJIM3A

Been sannTepecoBanibiM nuam;

HACTOA LLIAM NOITBEPAIACTCH, YTO 1M, COAEPKAILHECH B 10Ky MCHTE, ABJIAIOTCH PEIYALTATAMH AHANN3A, NONYHeHHLIMI Din Jlnim o
Komnanu npu HCnBITaHHAX, BRIMOAHEHIILIX 113 rOTOROH yIakosaniol cepuu npenapata saperncTpuponainoi nensraTeikioil niouaikoi,
T jean KapuGe, Muk.

Mpowisoncrsennniii koa npoaywra: TAR2I6
Hanmenosanue npoaysra: 3eHIHCTHE, TabAeTKH, NOKPLITLIE (U1IeHOUHON 00uaoukoi, 200 s

Howmep cepun roToBoiv ynakosannoro npoaywra: D444398
Hosmep cepuu nonyroresoro ynakesanuoro npoaysra: D436495
Homep cepuu npoaysTa b npomMeskyTounoil ynakoske: D404964

Hosmep cepun eyGeranun/AdC:

Crpauna naznavennn: Poccus

D190976

Jata npoussojcrsa: 03 wiona 2021 r.

Cpox rognocrn: 30 niona 2024 r.

JlaTa yTeepkaenusn NpoAyKTa B npomexyrounoii ynakoske: 25 aprycra 2021 r,
Jlara yrsepxaennn ynakosannoro npoaysra: 06 nekabps 2021 r.

AATT T METO/1 Sy EJMHHILA
MOKA3ATE/1b AHAJTHIA PE3VIIBTAT WAMEPEH S HOPMA
Koanuectrennoe 11929 / BOXX 1004 % 95.00-105.00 %
onpejleneHue OT JAABACHHOIO CO1EPKANUA
Jhwobas eAnHHYHAA IPHMECh (11929 / BOKX <0.05 % He Goaee 0.2%
Onueanue G925/ CoorpercTnyer H/T1 Opanpubie Tale Tk CBETNO-
Buayansuniit OPAHKEBOTO [IBETA C FPABHPORKOH
«Lilly» na oauoi cropone 1 «200» na
JpyToi.
PacTropenue yeped 15 Mun. GI1928 /Y@ Coorsercrayer % Coorsererayer Tecry . CHIA
Cpeanee: 99 ¢ Q= R0% uepes 15 munyr
Hmxnee: 98
Bepxnee: 101
[TonmrHocTs (1943 / MK CoornercTayeT H/TI MK-cnekrp Henwiryemoro obpasua
IOJIKEH IeMOHCTPHPOBATH BCE
XapakTcpHbic 1A abemannkanba
11010CkI NOTTOMEHHA, HADI01aeMble
HA CHEKTPE CTa1apTHOro ofpasua.
Cymma npumeceH G1929 / BOXX < 0.05 % He 6onee 0.5%
Escherichia coli MICRO-000336- He /Il Oreytersue n | rpanse cornacno
LOCAL olHapyxeHo merogam G .CLUA/SIn.®./T'd
Pd/Epp.,
O61umee yuesio adpodibIx MICRO-000336- <10 KOE®1r He doniee 1000 KOE 8 1 r, cormracio
MHKPOOPraHHIMOB LOCAL setojaam O.CHIA/An. b /T'd
P@®/Lp.D.
OOGuee YHeno APOACKERLIX W MICRO-000336- <10 KOEnlr He donee 100
nIecHeBbIX rpHboB LOCAL

Crpaunua | n3 2

Hannan konus foKyMeHTa noaydeHa Bunsamom Bunconom 09 aexabpa 2021 r.
3710 nevaTHan KonuA, y6eanTECh, YTO HOMED BEPCMN CODTBRTCTBYET TEKYLEMY HOMEDY BEPCUMM AOKYMEHTa A cucTeme Vault,
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Kommenrapun: [okazarenb «OaHOPOAHOCTE 103HPOBARMAY KOHTPOAHPYETCS B PLAHME PLaTLHOrO BpeMen na tabaerkax Ges 060104ek
# IpolIEcce MPOMIROJICTRA Npenapara,

Cooreercrenn TpeGoBannam HAJUIEIKAUIEH TPOU3IBOJICTBEHHOW MTPAKTUKHW (GMP)

S noxTRepk A, MTO BbILICH3NONKEHHAS HHDOPMANMS SRIACTCS NOJUTMHHON W TouHoi, Jlawnas cepua Gbula ynakoBana
komnatned «2nu Jlunau ana Komnanwuy na mnowaiake no COopke H Ynakoske meaunuMickux uzneanid (IDAP), 8
Huymananonuce, wr. Uuauana, CIHIA. Obccneuenue KavecTsa HA COOTRETCTBYIOIMX IUIOIAAKAX [0 [POH3BOICTBY,
KOHTPOJIKO KaveCTBa 1 YIIAKOBKC IOTOBOM NPOAYKUMH FapaHTUPYIOT, 4TO JldHiHas CCpHA !lpO,flyi(llHH Obisia H3roToBsJIcHa,
ynakosaua M Npouuia KOHTPO/ib KauyecTsa B 110JHOM cootsercteuu ¢ Tpeboranmamu Hauiexawei Tpouzsoactsennoi
Tpaxruku (GMP), tpedosaunamu Peryastoproro Oprana u cneungiikaisivu Peruetpaltnolioro y/j10ctosepetns crpatbi-
umnoprepa.

Jlannas cepua npowussesiena W Beiylicna B coorretctRuy ¢ Tpefopaunsvu Hopmarunioro okymenra, onoBpenioro
Munncrepersom 3apasooxpatedns Pocomiickoit heaepaumnn, v ogobpena K BuINYCKY YHOJAHOMOUCHHREIM JTHUOM 110
ofceneycHrio KavecTBa Tpou3soactseninoi nnowaiakn no COopke u Ynakoske smeamumnckux wsaenuii (IDAP) w
Hunuananonuce, CLIA.

Ot nmenn 1 o nopyuesuio, nponasojcrsenioil inomaiku no Coopke n Ynakoske meanuickux wiaemii (IDAP),
r. Muanananosme

[loaroTosnewo: Onobpeno:

Cwm. noarsepiacHe 0200pens 10Ky MeHTa ¥ 0 IHOMOMEHHBIM

CM. no/TREpA/IEHHE TPOBEPKU I0KyMCHTA B cHeteme EDMS aHIoM B cHeteme EDMS
Y10AHOMOUENHOE JIHILO OT/1Ed 110 0Beceuennio KayecTsa — Y10[HOMOUCHHOE IO OT/ACHA 110 0DCCNEHCHIMIO KAUeCTRA -
IDAP QA IDAP QA

70T AoKyMENT noanucan B amekrponnosm dopsate. [okasiyiicta, cMOTPHTE HPHKpETLICHER]
C NOJINMMChHY YIIU}]IIU MOMCHHOTIO J1HUEa 1 JIEJTUV! BCTVILICHHS JOKYMEHTA B CHAY. :

[aHHan KONuA AOKYMEHTa nonyyeHa Buasamom Buncorom 09 aexkabpa 2021 r.
370 nevaTtHan Konws, ybeanTecs, 4TO HOMEp BEPCHMA COOTBETCTBYET TEKYLLEMY HOMEDY BEPCHU AOKYMEHTA B cucTeme Vault.
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Onofipenne nokyvenra

Jlata opoGpenns: 09 nexadps 2021 1.,

Buipam Buacon

Hara sctynnenus 8 cuny: 09 nexabps 2021 r.

Onobipenue

(C122587lilly. com)

Os106peHne 0TIC/I0M KOHTPOAS KaiecTRa

Crarye: o106peno
09 nexaGps 2021, 16:12:00 GMT+0000

Nposepka/O1o6penne
Hononuurennuas undopmanms: H/T1

fAarxHan Konua nokymewTa nony4eHa Bunsamom Buncorom 09 aexaty
3710 NevaTHaR Konus, ybeanTech, YTO HOMEP BEPCHM COOTBETCTRYET TEKYLLEMY HOMEPY 8epC

o P3n

X&




