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General Manager

Bloomage Biotechnology Corporation Limited
Date: June 6,2024

Signature; Zhao Yan

Seal ofthe Company: Bloomage Biotechnology Corporation Limited (Sealed)

Instructions for Use

Product Name

Hyaluronic acid solution "Miatvell’ (20mg/2.0mL) for intra-articular injection, filled

in a syringe
International Nonproprietary Name (INN):
Sodium Hyaluronate for Injection
Intended Use:

To alleviate the pain caused by osteoarthritis of the joints, relieve pain syndrome,
and improve joint mobility.

Description:

"Miaweir is a sterile, pyrogen-free, colorless, and transparent viscous sdution of

buffer solution (pH 6.8-7.5).

Sodium hyaluronate is the salt form of hyaluronic acid, a glycosaminoglycan
consisting of D-glucuronic acid and N-acetyl-D-glucosamme, wide y presen
extracellular matrix of animals and humans.

Indications:

osteoarthritis of die joints, degenerative and
post-traumatic joint changes, including knee joints, hip join
joints;

Relieve pain syndrome and improve joint mobility;
Used as an adjunct treatment in orthopedic surgery.

Contraindications:
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Contraindicated in patients allergic (sensitive) to sodium hyaluronate. Do not inject
the ""Miawell" product into the knee joint in areas with infections or skin diseases.

Condlitions of Use:

The use of this medical device is restricted to trained individuals within medical
institutions.

Specifications:

Content; 1Omg/mL sodium hyaluronate (1.0%0).
Source of sodium hyaluronate: Biofermentation.
pH: 6.5-7.5.

Ingredients: Sodium hyaluronate, disodium hydrogen phosphate, sodium dihydrogen
phosphate, sodium oxide, and water for injection.

Warnings:

Do not use disinfectants containing quaternary ammonium salts simultaneously when
preparing the skin, as precipitation may occur in the presence of sodium hyaluronate.
Do not administer this product intravenously as it may cause systemic adverse
reactions. Do not use ""Miawell* during intraocular surgery.

Precautions:
General Precautions:

The safety and efficacy of using this product concomitantly with other intra-articular
injections have not been investigated.

The efficacy of a single treatment cycle comprising less than 5 injections has not
been detenuined.

Therefore, all requirements of aseptic injection technique must be strictly followed.

In the presence of joint effusion, it should be removed before administering
"Miawell."

Sterile contents. Pre-filled syringes are for single use only. Once the container is
opened, its contents should be used immediately. Any unused ""Miawell product must be
discarded.

Do not use "Miawell" if the blister pack is opened or damaged.

Storage: Keep the product in a cool, dry place between 2°C and 25°C, away from
direct sunlight and extreme temperatures.

Shelf Life; 36 months.
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Patient Instructions:

Following the injection of ""Miawell,"" temporary pain and/or swelling in the injected
joint may'occur.

Like any invasive procedure involving a joint, patients are advised to avoid any
physical activities and prolonged heavy lifting activities exceeding 1 hour (e.g., jogging
and tennis) within 48 hours after the injection.

The safety and efficacy of repeated treatment cycles with ""Miawell"" have not been
determined.

Instructions for Special Group:

The safety and efficacy of ""Miawell in pregnant women have not been determined.
The safety and efficacy of ""Miawell” in lactating women have not been determined.
The safety and efficacy of ""Miawell" in children have not been determined.

Side Effects:

The most common side effects include joint pain (arthritis), joint diseases

(arthropathyj/arthritis, headache, pain at the injection site, and joint swelling. Allergies
and hypersensitive reactions have rarely been reported. Adverse reactions at the injection
site are usually mild to moderate and can be managed symptomatically.

Treating physicians should also be aware of the potential allergy risks associated
with the use of any biological material.

Possible Adverse Reactions:

Topical pain, swelling, heat, and redness may occur at the injection site, and in rare
cases, these symptoms are typically mild and temporary.

More severe Tllaratatory reaetions, occasionally associated with sodiutlt

pyrophosphate crystais, have been reported following intra-artieular hyaluronic acid
injections.

Just like any intra-artieular treatment, there is a rare possibility of developing
suppurative arthritis if general injection precautions are not followed or if the injection
site is not sterile.

Product Form:

"Miawell" is provided in the form of a single-use glass syringe with a capacity of
2 25mL, enclosed in a blister pack. The content of the syringe, namey so lum
hyaluronate solution, is sterile. Pre-filled syringes are for single use only. Once the
cLtainer is opened, its contents should be used immediately. Do not use the pro u
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the blister pack or the syringe is opened or damaged. For intra-articular injection in o

the knee joint, a needle of 22-23G and appropriate length should be employed. Please
note that the needle is not included in the product packaging.

Instructions for Use:

1.  "Miaweir should be injected into the joint once a week (with a one-week interval
between each injection), for a total of 5 injections. It is advisable to perform a
subcutaneous injection of lidocaine or a similar local anesthetic prior to the
administration of ""Miawell."

2.

Only qualified physicians or healthcare personnel within appropriately equdped
medical institutions are allowed to administer ""Miawell™ into the affected knee joint.

3 Do not use disinfectants containing quaternary ammonium salts simultaneously
when preparing the skin, as precipitation may occur in the presence of sodium
hyaluronate.

4 Do not use "Miawell™ if the blister pack is opened or damaged. The product should
not be used beyond the expiration date, which is indicated on the packaging.

5 All requirements for aseptic drug injection must be strictly observed.

6 If necessary (in the presence of joint effusion), the joint effusion should be removed
before administering "*Miawell."

The spiral cap and needle cover of the syringe should be twisted open under aseptic
conditions. ""Miawell" should be injected into the knee joint using a 22-23G needle.
Please note that the needle is not included in the product packaging. A complete dose
of 2.0mL should be injected into each knee. If directed to inject the product into both
knees, a separate syringe should be used for each knee.

7 The pre-filled syringe is for single use only. It must be used immediately once
removed from the packaging. Any remaining "Miawell" must be discarded an
should not be used again.

Biisic Parameters

S/N Analytical Method Acceotance Criteria (Specifications)
Colorless, transparent, and viscoelastic
Description (elastoviscous) gel, free from visible foreign
1 matters

a) White flake precipitate

Authenticity b) Phosphate test: positive

’ Quantitative determination 91 0%-120.0% of labeled amount
nil 6.8-7.S
Molecular weight 800-T200kDa tdrv Dalton)
Minimum extractable >90% o flabeled volume
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amount -
Sterile
6| Sterility
toti 250-350mOSM/L.
; mcpaﬁicm“i::e No visible particles
g | lntrinsic (apparent) | 4 5.19.5dVg
viscosity
10| Bacterial endotoxin <0.SEU/m!
Optical density (ultraviolet | Azsma0.2 <
U | absorption) Azsouma.2 S

Storafic ConditionsJ

. ["P ] 95°C away from direct sunlight,
Keep the product in a cool, dry place beween 2¢ and 25 C, away
high temperatures and freezing.

Shelf Life;
recommended, the product has a shelf life of 36 months.
When stored as

Symbols Used in Labeling

® No Reuse

Valid Until

Steam or Dry Heat Sterilization

Batch No.

Manufacture Date

Attention! ) _
Please carefully read the instructions for use

Manufacturer

Do not use if packaging is damaged

Please read the instructions for use
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%

No Resterilization

Avoid Direct Sunlight

I"» ¢ Temperature Limit
Manufacturer: Bloomage Biotechnology Corporation Limited

Address: No. 678 Tianchen Street, iinan Innovation Zone. Shandong Province, 250,01,
P.R. China

Tel.; 86-531-82685988
Fax; 86-531-82685988
All rights reserved

Disposal and Destruction Procedures

Manufacturer's Warranty

The manufacturer guarantees the product will remain funchonai until the exp.rat.on date,
“ dt“ L original packaging is hept inmct and undamaged.

Authorized representative in the Russian Federation;

Bright Way LLC

Office 16, Building 1. No, 83 Koptevskaya Sheet, Moscow. 125239, Russia
vvww.brivhtwavgroupmu_

Bloomage Biotechnology Corporation Limited (Sealed)
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MepeBOA e aHI IMNCKOTO 5i3blKa Ha PYCCKMUIA A3bIK.

CEPTUDPUNKAT

noroTumn CCPIT

KUTANCKWMI COBET MO COAENCTBUIO MEXAYHAPOAHOW TOPIOBJIE
KUTANCKASA MANATA MO MEXXAYHAPOJHOW KOMMEPLINWU
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Norotnn CCPIT
KUTANCKWIA COBET MO COAENCTBUIO MEXXAYHAPOAHOW TOPIOBJIE
KUTANCKASA MANATA NO MEXAYHAPOAHOWM KOMMEPLINW

CEPTUDPUNKAT

Ne243700B2/H00407

HACTOSAWMM  MOATBEPXAAETCSH, UTO nevyats  KomnaHuum  BJIFOMEWAX
EMOTEKHONOAXW KOPMOPEMLUH IMMWUTE/[ Ha npunaraemoii WHCTPYKLWW MO
MPUMEHEHWMKO aBnseTcs noANHHOIN.

/Mevatsb/
Ceptugmkauunsg CCPIT

KunTalickuii CoBeT N0 COAEeNCTBMIO MeXAYHapOAHOWR TOprosne

/Moanuce/
Mognuck NONHOMOYHOTO NpeacTaBuTens; Bai LWaHbwaHb

Jata: 13 noHa 2024 roga
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I eHepasibHbIN ANPEKTOP

Bntomengx brotekHonogku KopnopeiwH Jinmutes
Nata: 06/06/2024

Mognucek: Yxao AHb

MeyaTb KOMNaHUK: bnomMenmk bnotekHonogxn KopnopelwH Jiumutes (neyatb)

MHCTPYKUMA MO NPUMEHEHWIO

HanmeHoBaHne

PacTBop HaTpusa ruanypoHata Kucnotbl 20 wMr/2,0 Mn ANd BHYTPUCYCTaBHbIX WHDBEKL MW
"Mwuansen" B wnpuue

MexxayHapoaHoe HenaTeHTOBaHHOe (FreHepMYecKoe) HaMeHOBaHWe:

HaTtpus ruanypoHat Ana uHbekuuni

HasHaueHwe:

MpegHasHauyeH [Ans fevyeHus ©Goneld, BO3HUKAKOLWWX NpU  0OCTe0apTpo3e CycTaBOB, [ANf
KynupoBaHua 60/1eBOro CMHAPOMA U YNyULLIeHUs NOLBMXXHOCTU CyCTaBOB.

OnucaHue:

«Mwansen» npeacTaBnseT cO60iM CTEPUNbHBIN, aNnUPOreHHbI 6eCLBETHBIN M NPO3paYHbIi BA3KUIA
pacTBOP BbICOKOOUMLLEHHOIO HAaTpUA ruanypoHara, nosy4yaemMoro no metogy 6uodepmeHTauuu.
«Mwansen» COLEPXUT HATPUA rManypoHaT B KOHUeHTpauum 10 mr/mn, KOTOpbI pacTBOpeH B
(hM3MONOTNYECKOM HaTpUiA-XnopugHoM-pochaTHoM 6ydepHom pacTeope (pH 6,8 - 7,5).
Hatpus ruanypoHaT - 3TO HaTpueBas CO/lb FMasiypOHOBOW KWUCNOTbI, F/IMKO3aMUHOTI/IMKaHa,
06pa3oBaHHOro rpynnaMu, npeacTaBnsowmmMm coboin D-rnioKypoHOBYO K1cnoty u N-aueTtun-
D-rnioko3amuHogmcapug. OH LWIMPOKO NpefCcTaBfeH B 3KCTPaLenNiofgspHOM MaTpuKce Kak y

XNBOTHbIX, TaK Uy Y€/10BEKaA.

MokaszaHMA K MPUMEHEHWIO:
. 0CTEe0apTpo3, AereHepaTUBHO-AUCTPOMYECKIE, TPABMATUUECKME U MOCTTPaBMaTUYeCKNe

N3MEHEHWNA CYCTaBOB: KO/IEHHbIX, T&306e,ﬂ|p8HHbIX N opyrnx KpynHbiX CUHOBUa/IbHbIX CYyCTaBOB;

. KynupoBaHue 60/1€BOr0 CUHAPOMA U YyYlleHWe MOABUXKHOCTU CYCTaBOB;
. B KayecTBe BCMOMOraTe/lbHOr0 CPeACTBa B OPTOMEANYECKOW XMPYPTUK.
MpoTMBONoOKa3aHUs:
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3anpeliaeTca NPUMEHATb Yy NaLMeHTOB, CTPaAaroLLNX TMNePYyBCTBUTENIbHOCTLIO (anfiepruei) Ha
npenapatbl HaTpusa rvanypoHarta. 3anpeLwiaeTcsd BBOAUTb NPOAYKT «Mwuansen» B KONEHHbIN
CyCTaB MauWeHTOB, Y KOTOPbIX HabnwopatoTcs WMHMEKLMOHHbIE WM KOXHble 3abofeBaHns B
obnacTu yyacTka, Ha KOTOPOM npejnoniaraeTcs NpoBefeHne UHbeKL K.
YcnoBus NpUMeHeHUA:
[aHHoe MeauU'iHCKOe u3genve AOMKHO 6biTb MCMOJ/Ib30BAHO TOJ/IbKO CheunasibHO 06YYeHHbIM
MepcoHasioM B YCNOBUAX MEAULUHCKUX YUPEXLEHUA.
Cneungmkaymn:
Copepxanue: 10 mr/mn (1,0%) HaTpus rmanypoHaTa.
N CcTOYHUK HaTpus rmanypoHaTa: 6uoepmeHTaums.
pH: 6,8 - 7.,5.
CocTaB: HaTpuAa rManypoHart, AUHaTpUa rmgpodgocdar, HaTpusa aurngpodocdar, HaTpMa XI0pug,
BOAA AN MHBEKLMIA.
MNpenynpexaeHus:
[na NOATOTOBKM KOXW 3aMpeLiaeTtcas OLHOBPEMEHHO WCNO/b30BaTbh Ae3vH(puuupylowme
CpeAcTBa, cojepxkalime 4eTBepTUUHble COMM aMMOHMWA, MOCKONbKY HATpWUA ruanypoHar B UX
MPUCYTCTBUY MOXeT 06pa3oBbIBaTh 0CafOK.
BHyTpucocyamcToe BBeAeHMe 3arpeLaeTca BBUAY BO3MOXXHOCTU BO3HWKHOBEHWS CUCTEMHOIO
HebnaronpuATHOro no6o4YHOro fJeicTBudA. 3anpewaetcd WUCNonb3oBaTb «Mwuansen» npu
NMpoBeLeHNN BHYTPUTNa3HbIX XMPYPrnYecKnx onepawui.
Mepbl NpefoCTOPOXKHOCTU:
O6wumne mepbl NPeAOCTOPOXHOCTU:
» besonacHoCTb ¥ 3PPEKTMBHOCTb WHBEKUWOHHOIO BBELEHWS [AHHOro npenapara
napanfie’bHo ¢ NpoBeAeHneM APYrnX BHYTPUCYCTaBHbIX UHBEKLMNIA HE N3YYeHO.
* O(MdeKTUBHOCTb NPOBEAEHNSA OLHOKPATHOrO LMK/Ia NeYeHns, COCTOALEro MeHee YemM 13 5
WHbEKLUWIA, He yCTaHOB/EHA.
 Heobxogumo o06sa3aTenbHO  cnefjoBaTb  BCeM  CTpOruM  TpeboBaHMAM  MeTOAWMKMU
acenTUYecKoro BBeAeHWUS.
* B cnyyae Hanmuua CyCTaBHOro BbIMOTa YAanuTe ero rnepej BBefeHWEM MPOAYKTa
«Mwansen».
» CTEPWUNBbHOE COLAEPXWMOE. MpeasapnTenbHO 3an0HEHHbIA WNPUL, NpegHasHaveH
4N OfHOKpaTHOro npumeHeHus. CofepXumoe wnpuua HeobXoAMMO WCMONb30BaTb
HeMeLNeHHO Mocne TOro, Kak KOHTeHep BCKPbIT. JTlo60e Henmcnosib30BaHHOE KONMYeCTBO

npogykta «Muanses» cneayert BbIGPOCUTS.
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o 3anpeuaetcs ucnonb3oBatb «Mwansen», ecnnm 6nMCTepHas ynakoBKa BCKpbITa WK
noBpexaeHa.

e XpaHeHune: npu Temnepatype oT 2°C go 25°C B mecTe, 3alMLLEHHOM OT MPOHUKHOBEHUSA
COJIHEYHbIX NyYei, a TakXKe BO3feiCTBUA Tensa uam Moposa.

e Cpok rogHoctu: 36 mecsues.

WNHpopmaums Ansg nauneHToB:

e [locne BHYTPMCYCTaBHOrO BBeAEHMS MPOAyKTa «Mwuangen» BO3MOXHO BO3HUKHOBEHMWE
npoxoadauwmnx 6oneid u (Mnn) onyxaHuwe cycrtaBa, B KOTOpPbIA MPOU3BELEHO BBefeHMe
npenapara.

* Kak n B cnyyae N06ObIX MHBAa3WBHbIX Mpouesyp, NPOBOAMMBIX Ha CyCTaBax, NauueHTy
pekomeHayeTcA wu3beratb NHOOLIX (DUNYECKUX HArpy30K, a TakxXe MNPOLO/IHKUTENbHbIX
(onsawmxca B TeyeHne 6onee yem 1 yaca) BUAOB [eATENIbHOCTU, CBA3AHHbIX C HECEHUEM
BECOBbIX Harpy3ok (370 KacaeTcs, Hanpumep, 3aHATUIA 0340POBUTENbHbIM 6erom wu
TEHHWCOM) B TeYeHue 48 4acoB MOC/e BHYTPUCYCTaBHOIO BBEAEHMWA npenapaTta.

* bBesonacHoCTb M 3((EKTUBHOCTbL MNPOBEAEHUA TMOBTOPHbLIX LWK/MIOB /eYeHns C
ncnonb3oBaHMeM NpoaykTa «Muaneen» He yCTaHOB/eHa.

MpuMmeHeHWe B cnlyyae 0cobbIX rpynn nayneHToB:

» be3onacHoCTb U 3MEKTUBHOCTb MPUMeEHeHU «Muansen» y GepeMeHHbIX XEeHLWWUH He
yCTaHOB/EeHa.

e be3onacHoCTb U 3 PEKTUBHOCTb MPUMEHEHUA «MUanBesi» y XXeHLUMH B Nepuoj KopMIeHns
rpy4blo He yCTaHOB/IEHA.

» be3onacHoCTb U 3 PEKTUBHOCTb NPUMEHEHNS «Muaneen» He NOATBEPXAEHA Y AeTeN.

NMo6ouHoe AencTBIME:

Haunbonee yacTo BcTpeyvaroLwmecs No6oYHbIE peakumy BKIKOYAKT 60111 B cycTaBax (apTpanruto),
3ab0/ieBaHNA CcycTaBoB (apTponaTtuto) / apTpuT, ronoBHYt 60/b, 601b B MeCTe WHBLEKLUW,
onyxaHwue cycTasa. Cyyan anneprmyeckmx n aHauiakTUYeCcKnx peakuuii ynoMmmHaroTCa pesko.
MposBneHns He61aronpuATHOro BO3A4EWCTBMA pPacCMaTpuBaeMoro MeAULUHCKOro u3genus,
oxBaTblBaKoL e 061acTb KOJIEHHOI0 CycTaBa, B KOTOPbIV MPOU3BOAMUIOCH BBEAEHWe nNpenaparta, B
cunly CBOeW NpuUpoLbl HOCAT NEerkuin unuM ymepeHHbl XapakTep, NpW 3TOM BO3MOXHO UX
CUMMNTOMATUYECKOE NeYeHue.

Nevawemy Bpayy crnefyet UMeTb TaKXKe MH(OPMAaLMIO 0 NOTEHLMANbHBIX anfeprnyeckux puckax,
MPUCYLLNX NPUMEHEHUNIO TI060ro 6MONOTMYECKOro MaTepumana.

B03MOXXHOe Heb61aronpuUATHOE BO3AENCTBUE U3LENNS:

NokanbHble 601K, OTEKW, >Xap U NMOKPaCHeHWe B PefKUX Cly4yasx MOTyT MOSBUTLCA B MECTe

MHBEKLUMNN, TaKNE CUMNTOMbI, KaK MpaBunio, MArkme n npoxoadtimne.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



%

Bonee BbipaXeHHble BOCNa/NTe/IbHblE peakuuu, ¢ NUpogocar HaTpUs KpucTaniamu, MHorga
coobLwanu B accoLumaLmm ¢ BHyTPUCYCTaBHOW MHbeKLMEN TManypoHarta.

Kak v gns no6oro BHyTPUCYCTaBHOIO NIeYeHUs, CENTUYECKUI apTPUT B PeAKMUX Cyyvasx MoXeT
BO3HUKHYTb, KOrga obuue mepbl NpefoCTOPOXHOCTM AN UHBEKLUMIA He CO6MOAeHbl UK 3TO

MeCTO MHBEKL NN He acenTn4yeckoe.

dopma NoCTaBKU:

MpoaykT «Mwuansen» NOCTABNAETCA B CTEK/IAHHbLIX WNPULAX OA4HOKPATHOIO NPUMeHEeHUs Ha 2,25
MJl, TOMELLEHHbIX B O/MCTEPHYI0 YynakoBKy. CofepXumoe LWnNpuua, pacTeop HaTpua
rmanypoHara, CTepuabHO. [lpefBapuTeNibHO 3aMOJIHEHHbIA  WNPWL  MpefHasHayeH Ang
OIHOKpAaTHOTo npumeHeHusa. Cogep>XXxumoe wnpuua Heo6xXo4MMO MCMoNb30BaTh Cpasy e nocrne
BCKPbITUA KOHTeilHepa. Ecnu 6nmMcTepHas ynakoBKa WM LUMPUL, BCKPbITbl WU MOBPEXAEHbI,
ncnonb3oBaTb MNPOAYKT 3anpewiaetcd. [ns BBefeHWSA pacTBOpa B KOJEHHbIA cycTaB (BO
BHYTPMUCYCTaBHOe NPOCTPAHCTBO) CleAyeT Ucnonb3oBatb uray 22~23G Heo6XOAUMON ANWHBI.
Wrna B KOMNIEKT ynakoBKW NPOAYKTa He BXOAWUT.

YKa3zaHus No NPUMEHeHWNIO:

1. «Mwuaneen» BBOAWUTCA BHYTPUCYCTaBHO OAMH pa3 Hefdento (C MHTepBanaMu B OfHY HeAento),
B 00LWe CNOXHOCTU pfenatdT 5 WUHbeKUWid. MOAKOXKHOE BBeAeHWE NNAOKaWHA WK
aHaNOrMyHOro MeCTHOro aHecTeTMKa MOXeT ObITh PEKOMEHA0BAHO A0 BBEAEHUSA NPOAYKTa

«Mwansen».

2. BBogntb «Mmuaneefi» B MOPaXeHHbI KOMEHHbIA CYyCTaB MOXET WCKIUYUTENBHO
KOMMETEHTHbIA Bpa4y, NM60 MeanepcoHan B MeLUUMHCKUX YUPEXAEHUSAX, Hagnexauimm
o06pa3om 060py0BaHHbLIX 415 BbINOSHEHUS BHYTPUCYCTaBHbIX MHBHEKLNA.

3. 3anpeuiaetca O4HOBPEMEHHOE NPUMeHeHne (415 NOATOTOBKM KOXWN) Ae3UHPULUPYOLNX
CPeACTB, COAEPXaLLMX YETBEPTUYHbIE CONM aMMOHMSA, MOCKO/IbKY HATPUA TnanypoHaT B UX
MPUCYTCTBMM MOXeT 06pa3oBbIBaTh 0Caf0K.

4. 3anpewaetcs MCNonb3oBaTb NPOAYKT «Mwuansen», ecnnm 6auctepHas ynakoBKa BCKpbITa
WM WMMeeT MNpPU3HaKM MOBpPeXAeHua. 3anpeliaeTcd WMCNonb3oBaTb MNpenapar nocne
NCTeYeHNs ero Cpoka rogHoCTu, yKa3aHHOro Ha yrnakoBKe.

5. O6s3aTeNnbHO HeYyKOCHUTeNbHOE CO6/t0eHNe BCeX CTPOrnx TpeboBaHuii, NpesbaBseMblX
K BBEJIEHMIO acenTMYeCKMX npenaparos.

6. Mpn Heo6xoAMMOCTK (B Cydae HanMuus) yaannTe CyCcTaBHON BbIMNOT nepeg
BBefeHneM «Mwnansens.

Heo6xo,q|/|M0 CHATb BMHTOBOI KOMMA40K wnpnyga M KonnadYokKk HakKOHEYHWUKa Wrnbl C
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cobnofeHneMm Bcex npaews acenTuku. BeegeHue npenapata «Mwuansen» B KONEHHbIN
% cycTaB HeoOXOAMMO OCYLWeCTBNATbL Npyv nomowm wuribl 22-23G. Mrna B KOMMNAEKT
YyNaKoBKW NPOAYKTa HE BXOAMT.
BBoanTe B Kax[oe KONEHO MNOJHbIA 06bem npenapata, paBHblil 2,0 mn. Ecnn umeetcs
BpayebHOe npefnucaHue, npegnonararoliee BBeAeHMe MPoAyKTa B 06a Ko/eHa, ANS
KaXX[0ro'koneHa Heo6xoAnMO UCMob30BaTb CBON OTAENbHBIN LWNpUL,.
7. MpeaBapuTeNibHO 3ano/IHEHHbIA  WNPUL, npefHa3HayeH TONbKO ANl  OA4HOKPaTHOro
MPUMEHEHUS, a WCMOMb30BaTb €ro Heob6XOAMMO HEMe[NeHHO MoCne W3B/IEYEHUSA U3
ynakoBku. Jlto60e ocTaBweecs KonmyectBo «Mwuangen» Heo6X04MMO BblOPOCUTH,

NCMNONIb30BaHNIO OHO YXXE HE NMOANEXMUT.

OcCHOBHbIe NapameTpbil:

NO. MeTofbl aHannsa KpuTepuun nppemnemocTu (HOpMbl)

L Onucatne BecuBeTHbIl, MPo3padHbIi 1 BA3KOYNPYrWii (YNpyroBsiskuii) reb,
He cofepXalmii BUAMMbIX MHOPOAHbBIX YacTuL,

MoAnNHHOCTb a) obpasyeT 6enblii X10NbEBMAHbIN 0CaA0K

b) TecT Ha (hocthaTbl - NONOXKNTE/bHbI

2 KonnyecTBeEHHOE

' onpegeneHue 90,0% ~ 120,0% OT 3asB/IEHHOW B MapKMPOBKE BE/TNYMHDI
3. pH 6,8~75

MonekynsipHasi macca

MwuHuUManbHoe

800 ~ 1200 k/[la (KwoganbTOHbI)

usenekaemoe >90% 0T yKa3aHHOro B MapK1pPOBKe 06bema
KOMYeCTBO
6. CTepunbHOCTb cTepwuseH
7. OCMONANbHOCTb 250-350 mMuanmocMons/n
8. Bugmmble 4acT ULbI OTcyTCTBME BUAUMbBIX YacTuL,
9. XapakTepucTunyeckas 14,5 ~ 19,5 pn/r (ReumnnTpos/r)
(npuBepeHHasn)
BA3KOCTb
10. BakTepuanbHble <0,5 E3/mn (EU/mI)
3HLOTOKCUHBI
11. OnTunyeckas A2571v< 0,2
NNOTHOCTb A280v< 0,2
(MornouweHune

Y®-n3nydyeHuns)

YCnoBua XpaHeHUa:

Mpu Temnepatype ot 2°C go 25°C B MecTe, 3aliMLLEeHHOM OT NPOHUKHOBEHUSA COJTHEUYHbIX Ny4el,

a TakXe OT BOB,CI,eVIeTBI/IFI Tenna n Mmopoasa.

CpoK rogHocTu:
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36 mecsLeB Npu co6NOAEHNN PEKOMEH0BAHHbIX YCNI0BUIN XpPaHEHUS.

CumBONbI, MNCMNoJIb3yEMbIE B MapPKNPOBKE

3anpewaenica neemoproe ucnorv3oeanue

TI'odexn o0

Cmepunu306ano napom wil CyXum JCapom

Howmep cepuu
Hama npouseodcmea

Brumanue!
Brumamenvio 03aKOMbMECH C UKCMPYKYUE N0 NPUMEHERWIO

Hpoussodoumene

3anpewaemes ucnonb306ame 6 CRY4GE NOSPENCOEHUR YNAKOCK

O3HAaKOMbMECH C UHCMPYKYUEH NO NPUMENEHRUIO

Hoemopnas cmepunusayus sanpewaemcs

Bepeuv om nonadanus npamuix coAReuNbix syyed

Ozpanuvenue memnepamypoi

2%

lNpounsBoanTenb:

«bntomengpx buotekHonomxu KopH., Nita.», Kutaii/ Bloomage BioTechnology Corp., Ltd.
Agpec: No. 678 Tianchen Street, High-Tech Development Zone, Jinan City, Shandong Province,
250101, China (Ne 678, TAHbYeHb CTPUT. BbICOKOTEXHOMOTMYHAA 30Ha pa3BuUTUA, Li3nHaHb,
KuTaii)

Ten.: 86-531-82685988

dakc: 86-531-82685988
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I BCENPABA COXPAHEHDUI

MopsAAOK OCYLLECTBEHUS YTUM3ALUMN Y YHUYTOXKEHNSA
N3genve AOMKHO 6bITb YTUAU3NPOBAHO NMOC/E MPUMEHEHUS UM UCTEUYEHNUS CPOKa FOAHOCTH, a
TaKe NPy HapyLIEHWM LeNOCTHOCTY YNAaKOBKM, B COOTBETCTBUI C MECTHbIM 3aKOHOATeIbCTBOM

CTpaHbl NoTpebuTens.

["apaHTUA npousBoanTENSA
Mpons3BoanTeNnb rapaHTMpyeT Hafnexauiee (QYHKUWOHWPOBaHWE W3L4enusd BMIOTb O AaTbl
MCTeYeHUs cpoKa rogHOCTM NpKU YCI0BUM COXPAHEHUSA MepBOHAYabHON LLeOCTHOCTY YNaKOBKM

M OTCYTCTBUSA ee MOBPEXAEHWIA.

YNO/THOMOYEHHbIN npeacTaBuTeNb B Poccuiickon degepaumn:
«000"BbpanT Baix»
125239, Poccus, Mocksa, yn. Kontesckas, 4. 83, K. 1, oguc 16

www.brightwaygroup.ru
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S HacToAawmin anoctuib yaocToBepseT TONbKO MOAMMHHOCTbL MOAMWUCKU, Aeecnoco6HOCTb Nuua,
nognucasliero opuunanbHblii LOKYMEHT, U, NpU Heo6X0AUMOCTMW, NOAMMHHOCTL Mevyatu unu
WwTamna Ha opuumanbHOM JOKYMeHTe. AMOCTWU/b He YA0CTOBEPSAET CofepXKaHue JOKYMEHTa, 45
KOTOPOro OH BblfaH. MoceTuTte cTpaHuyy https://consular.mfa.gov.cnAERIFY/ n oTckaHupyiTe
QR-Kog, 4TO6bI Y6€4MUTHCA B BblAaye AaHHOr0 anocTuns.

/wTpux-kog 10550598/

AMNOCTWUJIb
(Faarckas KoHeHUus 0T 5 okT6ps 1961 r.)

1. CrtpaHa: Kutalickas HapogHas Pecny6nvka
HacTtoswmin fOKYMeHT
2. Mopnucan r-H Bain LWaHbwaHb

3. [eNcTBYHOLW M B Ka4ecTBe 0PuULManbHOro YnoaHOMOYEHHOTO nua

4. cKpenneH neyatbio KnTalicKoro coBeTa rno CoAeincTBuio MexXayHapoaHoi Toprosne (7)
Y [LOCTOBEPEHO

5. B LU3nHaHe 6. 14 nioHa 2024 roga

7. AHb L39HbKYHb, YNpaBneHne NHOCTPaHHbIX Aef NpoBuHLnK LaHbayH

8. 3aNe243700014196

9. Meyvatb/wTamn: /nevats/ 10. Mognuck: /nognuck/

[aHHbI nepeBOd C AHI/IMIACKOrO Ha PYCCKWUIA BbINO/HEH MHOWM, NEpeBOJUYMKOM ApPYTHOHSH
KaponvnHoit TomacoBHOMN. VIAEHTUYHOCTb TEKCTA Ha PYCCKOM A3blKe TEKCTY Ha aHTIMACKOM fA3blKe

noATBePXAato.
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Poccuiickas Denepanmsy
I'opoa MockBa
JBeHaxnaToro u0as ABe THICHYH nna;mas

A, baknanosa Banentnna OnerosHa, HOTapHuyc rop& JIBCTBYIO
TIOATHHHOCTD MOANKCH NepeBoAYrKa ApyTionaH Kaponuusr Tor

HNoanuce caenana B MOEM NPHCYTCTBHH.

JInyHOCTH MOANHMCABLIErO AOKYMEHT YCTAHOB/ICHA,

3aperucrpupoBaHo B peectpe: Ne 77/714-1/77-2024-6-1383.

Ynnadeno 3a coeplIeHHe HOTapHANBHOrO AeiicTBHsA: 400 py6. 00 komn.

F B.O.Baknanosa

Becero npowHyposako,

NPOHYMEPOBSHO U SKpenneHo

revarbio 4
. A ; %cra(oa).

Homapuycw__
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Y Poccuiickasa ®epepaums
["opoa MockBa
[lBeHaaLaToro nona ABe TbicAYM gBaguaTb

A, baknaHosa BaneHTuHa OrnerosHa, HOTapuye ropo eTeNnbCTBYIO
BEPHOCTb KOMWUM C NPeACTaBNeHHOro MHe AOKYMEHTA.

3apeructpupoBaHo B peecTpe: Ne 77/714-H/77-2024-6-1389.
YnnayeHo 3a coBeplUeHMe HOTapuanbHoro geincteusa: 2600 py6. 00 kon.

B.O.baknaHoBa

MpownTo, NPOHYMEPOBAHO M CKPENJIeHo nevyartblo 26 (4BajLaTh LWeCTb) JIMCTOB.

B.O.baknaHoBa
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