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INDICATFQN/INTFivnFn

A Yy e, ««,i,va.o.
bleeding by pressure ligature H " venous and arterial
dangerous ™VYods is either ineffective or
action MrrHAIvIL?i

F— - uggicKdUuUn .
SURGISPON.
® 'c\/ J'f
Page20fn
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BIQDEGRANATION n~fn P'OCOMPgTTN ,TY

Gelatin, which is the material of surgical hemosutic absorbable SURGISPOM m n
collagen, homologous to human collagen During the healinu n A denatured
polymorphonuclear leukocytes, fibroblsts and [ postoperative

which cleaves the collagen molecule at the | enzyme collagenase,

causing scarring. Theproductl'tioL Xribfe

BJOCOMPATIBTI TTV tfct-

Product
Test
Cytotoxicity

Skin irritation / Intracutaneous
reaction

CONTRAINDICATfOIVL;:

SURGISPON Absorbable Haemostatic Surgical Sponge Powder is not recommended:

* sk.nttr"”"n A * echanica, obstacle and prev. nt healing of

For patients with allergies to collagen
In* ™p«ments because ofthe risk of embolization
n conjunction witli methyl methacrylate adhesives

In conjunction with autologous blood salvage circles

As a primary treatment of coagulation disorders

For control of postpartum hTmorttgfomerm L’\’\
For pulsating arterial bleeding control

* 3 n ' n N

SIDE FFFFrrs

Page 3 of 11
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WARNINGS

_ product should not be left in renal pelvis calyces
bladder, ureAra, ureter in order to minintize the risk of lithogenesisTe afev and

cStrial *! " randomized

" L tltL td - ophthalmology has not

-d pregnant

ms™thle contral.led clinical trials, thiscombination may be
pOSSIBle aﬁer careIuI study of |n(§)|cat|ons of each agent. y

gelatin sponge should not be excessively pressed before

Fompl "b\VNIN" | . ljcation of excess amount™o'th pyoduc
houl avoided, since swelling to or%?ﬁa' Size may Intertere WItPI normalp1tunctL
staZ'r of surrounding organs, tissues and

Although some surgical procedures may require tight packing of a wound the
aemostatic absorbable gelatin product should not be used in this manner unless the

stopped bleeding has been

» When the haemostatic absorbable gelatin product is used as a haemostasis agent in
bratn and maxtllo-facial surgery in the immediate prosimity to braTn cavities ontk
nene and chiasm, other cranial and spinal nerves, the sponge and fragments thereof
shou d always be removed after the bleeding has been stop”d. Othe
result m unintentional compression of tissues, which can pmentially lead to severed
innervation and other neurologici disorders.

The haemostatic absorbable gelatin sponge powder is not intended as a substitute for
eticulous surgical technique and proper application of ligatures or other
conventional methods of haemostasis.

The haemostatic absorbable gelatin-based product should be used with extreme

caution in contaminated areas of the body. If signs of infectionora b I1sS o p

rcoperation may be necessary- to remove the infected material and allow drainage
directions for TISF

Open the package immediately before use by pulling to sides as indicated on the package.

SURGISPON sponge powder is applied in a surgical procedure directly on a wound

st With séfine sbiutio®(not included). ~ ™ " container and

To get the proper product consistency, mix | g of the sponge powder with 3-4 ml of sterile
saline solution (for wet doughy consistency) or 4-5 ml of saline solution (for liquid paste
consistency) ma plastic container; mix 2 g of the product with 6-8 ml of saline solution (for

rz 1Z ei!, ~or 8-10 ml of saline solution (for liquid paste consistency”,
respectively in a container. After that close the container with a lid <4times. Open
P*d«4of 11
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a sterile spatula (notinclulL) or™*lyTbgeTnottctdeT ™

of sterile saline solWircTJurdtldrdrrJL IAMANA '® Product 6-7 L
12-14 ml of sterile saline solution (not nclmn]el o a ™ n .r with 2 g of the product
container with a lid and shake 3-4 tintes oncriue '

bleeding surface, applying it manually orw L asterT on a
(not mduded). N spatula (not included) o- a syringe

M hen mixed with saline solution SURGISPOW

IF 1 :AT A2 ™ T

™ jes. hutae™utresplast.c, whiche n a b

minutes on theT lel'dtg "prelrw ift"T L T
mduded) or a sterile gauze (notincluded) unlFF el

stenle gauze can be removed easier by wetting it wl

-cording to given instructions foreach su L *:

PRECAIJTrnrvg

I'd d*“ in 'he bleeding site, special ca
already transfotmed inteacTol 1w c?l“ *f "'hich may f
bleeding, when displaced. ‘ mtraopreational
sN O N b,00d ..0 we
capillary action. Unnecessary mechan~TsLT*"™" hbod by
and result in recurrent intraoperation bleeding.”" P mentofaclot
se the minimum required amount of SUROKPOM
the haemostatis effect has been achieved After h
gelatin sponge, ifany. should becalePun,11Tl

u-i,

Aspiacement or compression of surroundingorglstnd feut
Tire sponge ,s intended for single useand m L otbh I S

SPECIAI. riVSTRtfrTinivc
The persons using SURGISPON should be well fi.
and methods of application ofabsorbableh ~ # '-Uniques

When ordinary trelent ispLfo” H \
of each patient should be taken into con'semlol™ **'“W'«ns, the peculiarities

P«oW«*. h, b.., ‘be
,OI.. IURQISPON imm.dl,..ly

aof 11
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o applicable national regulutions and slandards of healtheure institutions.

*  Opening of the package by pulling to the sides 3% indicated on the package should
be made with proper care and in nceordance with applicable aseptic practices.

*  The product is iniended for single use! The

The produc in the damaged proteciive package must not
SURGISPON should be disposed of ¢ ding 1o

W
Py |
*  Transponatinn package of SLIRGISIPON protects the device myainst vibration load of
10-55 1z with displacement amplilude ol 0.35 mm and shock pulse with peak
10n ms2 @) and duration of shock acceleration 16 ms.
nnsportation pachage can be stored
Ther ) .
Fhe powder is delivered in a vortainer with = volume of $ m3, welghing 150 g,
Containers are white, surface smouth.
Res” ancet h «© n in hot temperature
. th ¢ iner: must be st Joast two
* e dance: after holding the product for
conditions al a temperature of (2244} “C for
dage i
* Fro res £f soaking the product
. snaking a1 a temperature > for 30 min.the
package is not
-
*®
L ]
L ]
WMEr saast - RO @  then | awing
- e colar any transparency of the woter extract is not allnwed.
Pege ol 1)
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REGHI axioms AMI Trr*ok,,™ »,

NN TJApPpA

Device Directive 93ALLIEEC" L'fescicnces in compliance with the Medical

Administration (Ind"d)./*Ttoducdon®f " regulations of the Food and Drugs

certified in compliance with the rg a"jo*1:I' T "T®“ -
drugs (Manufacturing licence No Gf25/| 809) 4r.ality control of
e S wut:i;itXtid'ir
(EN 1SO 13485:2012/150 134853m7anlr*’
manufacturers of medical product's in orfc
supert'ismg authorities and 1SO 9001- 008 TL, requirements of
“’c

quality control system following LLle'apn”able
regulation authorities. applicable standards and requirements of

Warrantv

Legal address: 4th Tverskira™Ymsk“V\\\ Ltd.
Moscow, RF,125047 ' * placement 1 room 7 RMIL
Phone:+7 499 553 0"53

Fax:+7 499 553 03 53 '
E-mail; info@b-v-s.net
N sh: wwww.b-v-s.neT

«“— «l k, fc

SHELF» TFF

Shelf life is indicated by special symbols on tlre label Shelf lif o
manufacturing date (manufacturer® AREEATEEA between the

r o, P |
SURGISPON is 3 (three) years. A ~eif life of

STERILIYATmM"

hasbeenSIN heT ~gll'i"An «"d gamma sterilized. It
radiation sterilization equipment confonns to 1ISoTu 37 "'Ac gamma
, the

sterintv assurance level applied is IQ® SURGISPON r " s t e r i | it
the product IS assured within the entire shelf lifp for single use. Sterility of
lic"rr* ..sim L"”

mSTORAGF
_(»5—

Page/ofn
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SAFE tJSF

packaging process is fu,,y automated andv a id 'S

L'dtfoXypfigbg I“:£ rr "f 23-1. The symbols are printed on primary
reuse the prolucrsteriit. r™» * A A f ™ product, possibility to
storage and transportation, shelf life and manufacUtrer ' damaged.

The meaning of symbols is explained in user instructions.

GRAPHIC SYMBOLS ON THF PPPTETTIYP FyitT onc

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



MCKAGF

package).

Package tcarmn hnv|
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.h= rbl

CE-Mark and identification number of tiie

QL. n the Medical Device DfrectivT
Product ID

Product name, weight

Keep dry

Do notrc-sierilize

Do not use if package is damaged
1emperature range 5-30°C

Keep away from sunlight

See user instructions

Single use

Gamma Sterilized

Caution! See user instructions

Keep o>

Butch number

Manutk;turing date: month and year
Expiration date: month and year
Manufacturing licence number
Manufactured by

Authorized representative in the

a, packaged .anon boxes (secondarv

SfkK ? - -



jIACKATVF

7€ iS

Product ID

. . canon box,
includes the following datag

SURGISPON products in secondary

mechanical and environmental impacts durinv irL'

Pile 100fU
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lirs? ™
a;i:S.S £s 7z i

Primarj’ packaging tipe

Aluminum bag
Aluminum hag

p-MaJ1 and identification number of the notified

eahh and safety requirements set out in the
Medical Device Directive 93/42/EEC 93/42/EEC

Product ID

Product name, dimenstions
Consult user instruction

Do not re-steriiize

Do not use if package is damaged
Temperature range 5-30°C

Keep away from sunlight

Do not re-use

Keep dry

Gamma Sterilized

Batch number

Manufacturing date: month and year
Expiration date: month and year
Manufacturing licence number
Manufactured by

Open here

Number of pieces in a box

Barcode

Authorised representative in the EC

A ensures protection against

aTErr"?2::rn:Nr »



TRANSPORTAttov

When arranging a transportation of the product the

destination, transportation provider as well as "«hicle, point of

vehicles shoul be taken into consideration. and eventual overloading of

PISPOSAL,

F™ the Directive 93/42 EEC should be applied.

_healthc_are institutions”; SanPiN 2 17 1322 03 “Sanit Md disposal of waste in

5'&%%%2?"1 Bg.consume waste-, Federal 1aw industrial and consumer waste” No. 89 dd
A should be discarded as Class B

nused and expired SURGISPON product or SURr,.TSPOM ir, A N
éﬁscarc?eéll ad éigss D me&ca wasteIO gURGIéP%N m damaged package should be

PREPARED AND APPRNnvrn rv.
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aecis LIFESCIENCES

Profection through perfection

NHCTPYKLWNA no NCMNOJIb3OBAHNIO.

Matepuan Xupypruyeckumii reMocTaTU4ecKuii paccacbiBatoLLMiica
SURGISPON (nopoLuok)

BHVUMAHWE: MegmumHcKoe msaenme paspeLlieHo K Npogake TO/IbKO MeAULIMHCKUAM
pabOTHMKaM U M0 UX 3aKasy.

HASHAYEHWE

Vicnonb3yeTca 471 OCTaHOBKW KPOBOTEYEHMSA BO BPEMA XUPYPrUYecKMX BMeLLaTebCTB

OMUCAHWE N3JENNA

MaTtepuan Xmpypruyeckuii reMocTaTyeckmii paccacbiBatowpincss SURGISPON
npescTaBnseT coboi CTepusibHOE, HePacTBOPKMOE B BOfE, 6e3 3anaxa u3aenve,

M3roToB/IEHHOE M3 XKeNaThHa, UCMOJIb3yeMOE B Ka4ECTBE KPOBOOCTaHaB/IMBAIOLLET0O CpeacTsa
NYTEM €ro Ha/IOXKeHNA Ha KPOBOTOYALLLYHO NMOBEPXHOCTb.

TEXHUYECKWE XAPAKTEPUCTUKNA:

No Homvep no Mecca B
° Karaiory Popnvar VHOVIBUYa/bHOM AvameTp, Mv
YTaKOBKE
1 sspooooot MOPOLLK 1mp 30-70 Mavi
2 SSPOooo02 MOpOLLOK 2rp 30-70 Mav

CrpaHuua 1 u3 12
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Ne  Homep ro karanory VBoGpateH/e

2 SSP00000L

21 SSP000002

HA3HAYEHWE/TTOKA3AHWA K MPUMEHEHWIO

Martepuan remoctatnyeckuii paccacbiBatoLumiicss SURGISPON atheKTVBHO NPUMEHSIETCA
Mpu Pas3/IMYHbIX XUPYPruyecKUX BMeLLATe/IbCTBAX A/15 IOKA/IbHOrO reMocTasa, Korja
[iaBNEHNE, HANOXKEHVE NNraTypbl U Apyrve 06bl4HbIe CNOCOObI KOHTPONA KanuinspHbIX,
BEHO3HbIX M HE6O/bLUMX apTepraibHbIX KPOBOTEUEHMIA He 3(IPEKTMBHbLI UM ONAaCHbI.

MEXAHW3M OENCTANA

Martepvan XMpypruyeckunia remoctatuyeckuii paccacbisaroLmiics SURGISPON umveeT
MOPUCTYHO CTPYKTYPY UM BNUTBLIBAET KPOBb, MOCTYMNVBLLYIO B paHy U3 MOBPEXAEHHBIX B
pe3y/nbTaTe OnepaTMBHOIO BMeLLIATENbCTBA COCYA0B. AKTUBUPOBaHHbIE TPOMOOLMTDI,
cofepKaLLmecs B NOCTYMatoLLe 13 NOBPEXAEHHBIX COCYL0B KPOBU, COoAepaT
OTpuMLAaTENbHO 3apshkeHHble hocthonmnnabl {PF3) Ha NOBEPXHOCTY U BbI4ENAIOT dakTop V.
Takvm 06pa3oMm, aKTUBU3NPYETCA BHYTPEHHUIA NMyTb CBEPTLIBaHUSA KpoBu. dakTop Va
CBA3bIBAETCA C 06pa3oBaHeM PF3 BMecTe C hakTopom Xa B npucytcteum Ca2+.
MPOTPOMOUHA3HOTO KOMI/IEKCa, KOTOPbIA NpeobpasyeT NPOTPOMOUH B TPOMOWH, KOTOPbIiA
CTUMYNMPYIOT hocthonmnasbl TPOMOOLMTAPHON MeEMOpaHbI, 0CBOOOXKAas apaxmaoHOBYHO
KWUC/OTY 13 €8 (hocthonMnuaHoro crosi. ApaxvaoHoBas KucioTa NocpeicTBoM
TpomboLMTapHOiA UkiookeureHassl (LIOM-1) npespallaetcs B npocTtarnaHgnHel H2 n G 2
(PGFI 2 n PGG 2), 13 KoTopbIx 06pa3ytotcs TpomookcaHbl A2 (TXA2)u B2 {TxB 2).
YKasaHHble npocTarnaHyHbl, TXA 2 BMeCTe C BbiAenseMbIMy U3 rpaHy/1 TPOMOOLMTOB
afileHo3nHandgocdaTom (ALP) 1 hakTopom akTmBaLmm TpoMoounToB (PAT) MHULMMPYHOT

CrpaHnua 2 n3 12
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HeobpaTUMytO arperaLmio TPOMOOLMTOB BHYTPW NMOPUCTON CTPYKTYpPbI MaTepuaia
SURGISPON, thopmupysi KOMOBUHUPOBAHHBIA CryCTOK.

CBEJIEHUSA O BUOAETPALALINN U BUONOTUYECKON TOBMETTUMMITY

YKenaTuH, 13 KOTOPOro COCTOUT MaTepran XMpYPryecKmii reMocTaTUYeCKIiA
paccacbiBatoLmiicas SURGISPON, npeactaBnseT co60ii AeHaTypupoBaHHbIA KosnareH
FOMOJIOMMYHBIIA YeI0BEUECKOMY KosiareHy. B neprog 3akvBfieHns nocTornepawyiOHHON
NONMMOPHO-SAEPHbIE NEAKOLWTBI, (IMOP06IAaCTbI 1 MaKpodari BblaenstoT 3H3UM
Ko/iareHasy, KOTopasi pacLLensifeT MOMeKyy KonnareHa B % nosuuymn ot C-KOHLEBOro
KOHLa Moseky/bl. OBpa30BaBLLMECH PparMeHTbI CTAHOBATCS AOCTYMHbIMW AEACTBUIO APYTrnX

NPOTEOINTUHECKNX (pepMeHTOB n B nocneacTsnn MeTa6OI'II/13I/Ipy|OTCFI opraHM3Mom
€CTECTBEHHbIM MYyTEM.

Martepuan XMpypruyeckumin reMoctaTmyeckuin paccacbiatolmiica SURGISPON MonHOCTbIO
paccacbIBaeTCs 3a Nepuog, oT TPEX 40 YEeTbIPEX Heflesb, He BbI3blBas 00pa3oBaHus pyoLoB.
W3penvie ABnsieTcst GUOCOBMECTUMBIM.

TECT HABUWONOTNMYECKYHO COBMKITUMMOTTT'®

Mpoaykunsa TecT

MaTepran reMocTaTU4eckunin paccachIBatoLLMiics
NTOTOKCUYHOCTb
Ha ocHoBe »enatnHa SURGISPON H
PazapaxxeHune / BHYTpUKOXHas

peakLms

Matepurian remoctaTuyeckuin paccacbisatolumiics SURGISPON He pekoMeHayeTcs
CMO/Mb30BaTh B C/IELYHOLLMX YCIIOBUSX:

4NA annankaunn MeXy paspesami KOXn 13-3a UCK/TIOUNTENIbHO MEXaHNU4ECKOT0
NPENATCTBUA 3aDKUBIEHNIO KOXXHOW paHbl.

* B OTHOLLUEHWW MALIMEHTOB C a/NIEPTIEN Ha KOMareH

B NPOCBETE KPYMHbIX 11 CPEHNX COCYI0B B CBS3M C PUCKOM 3MGOMN
e COBMECTHO C K/IesIMM Ha OCHOBE METW/IMeTaKpmnaTa
*  OfIHOBPEMEHHO C 3aKPbITbIM/ CCTEMaMI CEOPa W PENHMY3NI KPOBU

B Ka4eCcTBe OCHOBHOIo METOAa NIEHEHNA 3a0b0/1eBaHNI C HapyLleHnem
CBEPTLIBAEMOCTU KPOBU

i ﬂgl/l TOYHO YCTaHOB/IEHHOM Ha/IMYNA VIH(*)EKLI,I/IVI B 30HE VIHTPaOI'IEPaLWIOHHOI'O
remMocTasa

A5 yNpaBneHnst NOCNEPOAO0BLIM KPOBOTEUEHNEM UMM MEHOpparvei

ANt OCTAHOBKM My IbCUPYHOLLETO apTePUasibHOr0 KPOBOTEUEHNS

MpY 6OMBLUMX CKOMNEHUSIX KPOBU MM APYTUX XUAKOCTEN, a Takoke, KOrAa UCTOUHMK
KPOBOTEUEHUS YETKO He MAEHTUDNLMPYETCS MOJ XMAKOCTbIO

NMOBOYHbIE SO PEKTHI:

Mpu1 MCNONb30BaHMK B TUMMAHOM/IACTUKE COOBLLANIOCH O CAyYasX CHIDKEHNS Cyxa.
[Mpy UCMONb30BaHWM B ONEPALIM PEKOHCTPYKLMM MOBPEXAEHHOTO CYXOXUNS

OTMeEYEHbI C/lyyaun pa3BUTKS TOKabHOMO (hbpo3a, UTo noTpebosasio 6onee
QTENBHOW MMMOBUAM3aLMM 1 peabunmuTaumn.

CrpaHnua 3 13 12

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



Mpy YPONOrMUYECKNX XMPYPIrMYECKMX BMELLATENbCTBAX U3AeNne HeMb3s OCTaB/1siTh B
MOYEYHOI TOXaHKe, Yallleykax, MOYeBOM My3bIpe, YPETPE U MOYETOUHMKAX, YTOObI
CHM3UTb BEPOSTHOCTb (POPMMPOBAHMS OYaroB KaMHeobpasoBaHWUA. Be3onacHOCTb 1
3(pheKTUBHOCTb UCMO/b30BAHNS YXXENaTUHOBOW MyOKW B YPONIOTn B KIMHUYECKOM
paHAOMM3MPOBaHHOM WCCEA0BaHWN He YCTaHOB/EHDI.

Be3onacHOCTb 1 3PeKTMBHOCTL He YCTaHOB/IEHA MPU UCMO/b30BaHU B
o(hTa/IbMO/IOr K

Be3onacHOCTb M AP(HEKTUBHOCTb He YCTAHOB/IEHA NMPW UCMOMb30BaHNM B OTHOLLIEHW
[eTei 1 6epeMeHHbIX YEHLLLUH.

XoTs 6€30MacHOCTb U 3(PEKTUBHOCTL COBMECTHOIO MCMO/b30BaHWA MaTepuasa
reMOCTaTM4YecKoro paccachIBatOLLErocst Ha OCHOBE XXeNnaTuHa 1 TakuX CPeAcTB, Kak
TOMUYECKMIA TPOMOWH, PacTBOPbI 1 MOPOLLKM aHTUOMOTUKOB He U3yYannchb B
KOHTPONMPYEMbIX KMHUYECKNX UCCEA0BAHUSAX, Takoe coYeTaHne Mpy HaImumnm
MEAVLMHCKMX MOKa3aHWiA BO3MOXHO, HO TO/IbKO MOC/IE U3YYeHUsi METOAMYECKON
nmMTepaTypbl Mo NPUMEHSEMOMY Mpenapary.

Korpga mMatepuan reMocTaTUYeCKMiA paccacbIBatOLLMIACA Ha OCHOBE XXenlaTuHa
MOMELLAKOT B NOMOCTM MO0 B 3aKPbITble MPOCTPAHCTBA B TKaHSX, He PEKOMEHAYETCS
CW/bHO CXXMMaTb JaHHOE M3fenne nepes ycTaHoBKoW. Heobxoammo nsberathb
athheKTa U36LITOYHOIO NPUMEHEHNS B OAHOM MECTe, MOCKO/bKY BOCCTaHOB/EHME
nepBOHaYaIbHOro 06bEMA NPUMEHSEMOrO MaTeprasia MOXeT MOMeLLaTh
HOpPMa/lbHOMY (DYHKLWIOHMPOBAHWIO W/ BbI3BaTb CUHAPOM CAABEHNS
O/IM3NeXaLLMX OpraHoB, TKaHeW 1 aHaTOMUYECKMX CTPYKTYP.

X0TA Tyroe TaMnoHUPOBaHME paHbl MHOTAa HEOOXOAVMO B KOHKPETHOW
XUPYPruyecKol cutyaummn, Matepuan reMoCcTaTUYeCKuin paccachIBaroLLMiAcs Ha
OCHOBe >XenaTuHa He CriefyeT UCNo/b30BaTh A/151 BbIMOHEHWS NOAOGHOM0 Npréma,
eC/I He NPeAnoNaraeTcs yaasieHre ero U3INLLKOB, He HYXXHbIX [/19 remocTasa, U3’
paHbl NOC/e OCTAHOBKM KPOBOTEUEHUS

Korga mateprian reMocTaTUyecKmii paccachIBatOLLMIACA Ha OCHOBE XenaTuHa
MCMNOMbL3YETCA ANA remocTas’a B Hepo- 1 YeFOCTHO-NIMLEBOM XMPYPrm B 06/1aCTsX
HEnocpeaCTBEHHOW 6MM30CTY OT OTBEPCTMIA U NOMOCTEN Yepena, B 30He
MPOXOXAEHNSA 3pUTENIBHOIO HEPBa U palioHe X1Ma3Mbl, MECTax MPOXOXKAEHMS ApYTUX
4epenHO-MO3roBbIX HEPBOB, CMINHA/BbHBLIX CTPYKTYP, U3AeNne 60 ero parMeHTbl
BCeraa A0/MKHbI ObITb YAaneHbl MOC/e OCTAHOBKY KPOBOTEUEHMS. B NpoTMBHOM
CNyyae, 3TO MOXET MPUBECTUN K HeNpegHaMepeHHOMY CAB/IEHMIO TKaHel, YTo
BO3MOXHO, CO34aCT NMPEANOCHUTKN f151 HapyLLIEHWS MHHEPBALYWAM 11 BbIPKEHHOIA
HEBPOOMMYECKON CUMMTOMATUKM.

cnonb3oBaHWe mMaTepuasia reMoCTaTMYecKOro paccachIBatoLLEerocs Ha OCHOBE
YKenaTuHa He npefHasHa4YeHo 3aMEHUTb KacCUYecKme NPUHLUMMLI GepeXXHOro
OMEPUPOBaHMS 1 YMENOT0 HAIOXKEHWS NIATaTyp WK APYTUX OOLLEMPUHSATBLIX MPaKTUK
[N OCTAHOBKW KPOBOTEUEHUS.

B noTeHUManbHO KOHTaMUHUPOBaHHBIX 06/1aCTAX MaTepuas reMoCTaTUYecKuiA
paccacbIBatOLLMIACS Ha OCHOBE XKeNlaTHa HY>XHO NMPUMEHSTb C OCTOPOXXHOCTLHO [pn
NOSIBNEHNM NPU3HAKOB Pa3BUTUS HKEKLMM 1 abCLEANPOBAHNS MOXET

noTpe6oBaThbCA NOBTOPHAs OMepaLys C Le/bio YaaneHnst MHQULMPOBAHHOTO
MaTepmana 1 APeHNPOBaHS PaHbl.
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[O0/MKHO NPeobpa3oBaThCa B TBEPABIA CryCTOK, HEOCTOPOXHOE CMeLLEHMEe KOTOPOro
MOXXET BbI3BaTb MHTPAONEePaLMOHHbIN peLefnB KPOBOTEUEHNS.

B 1cnonb30BaHMM acnvpaumm Yepes CTEPUIbHYHO X/10MYaTo0yMadKHYH UK
MaprieByHo canheTK 419 NoATArMBaHUA Kposn K nagennio SURGISPON Het
HEo6X0AMMOCTH, MOCKO/bKY rybuatas CTPYKTypa BNUTbIBaET HEOOX0AMMOe
KO/IMYECTBO KPOBW KanusapHbIM NyTéM. HeobocHOBaHHOE MpUMeHeHVe
MEXaHNYeCKOro acrnmparopa MOXEeT NMPUBECTU K CMELLIEHMIO FOTOBOrO CryCTKa, YTO
MOXXET BbI3BaTb MHTPAOMNEePaLOHHBIN peLieayB KPOBOTEYHEHNS.

Wcnonb3yiiTe Tonbko To konmyecTso m3aenvs SURGISPON, koTopoe Heo6XxoamMmo
A1 [OCTWKEHWs remocTasa. ocne 4OCTUXKEHNS reMoCcTasa MU3/IULLEK YKeNaTUHOBOM
ryoku, eciim TakoBOW UMEETCS, PEKOMEHAYETCS aKKypaTHO YAa/IMTb MU3-3a pUCKa ero
MOC/eAYHOLLEro CMELLIEHUS WN CAABMMBAHWS G/M3MIEXALLMX aHATOMUYECKMX
CTPYKTYP.

W3nenve ogHOPa30BOro MCMo/b3BOBaHUSA MOBTOPHON CTEPUIN3ALIMI He NOANEXMT!

OCOBbIE YKAYAHWA

* [Mepep nenonb3oBaHvem m3genma SURGISPON noTpe6uTeny AO/MKHbI XOPOLLO
3HaTb TEXHWUKM XMPYPTrUYECKOro BMeLLIaTeNbCTBa U METOAbI MPUMEHEHNS
reMOeTaTUYEeCKMX paccaeblBatoLLIMXCA MaTepUaioB Ha OCHOBE »KenlaTuHa
[Mpn NpoBefeHNn NeveHns B eCTEETBEHHDBIX YCMOBUAX AO/MKHbI MPUHMMATLCA BO
BH/MaHVie UHAVBUAYa/IbHble 0COOEHHOCTM KaXKAOM0 MnauueHTa.
3nenve SURGISPON nocTaBnsieTcs B 3alMTHOM YNaKoBKe B rapaHTMPOBaHHO
CTepunbHOM BUAge. locne BCKPbITUA YNakoBKWN eé COAEPKMMOE CK/TOHHO K
3arpsAsHeHn0. PekomeHayeTca ucnosnb3osathb nsgenne SURGISPON cpasy xe
Moc/e BCKPbITUA YMaKoBKW U YTUIM3NPOBATL HENCNOb30BAHHOE COAEPXKNMOE B
COOTBETCTBUM C HALMOHA/TbHBIMY TPEOOBAHUAMU 1 CTaHAAPTaMM [/151 IeYEOHBIX
YUpEXEeHNN.

BCKpbITWE 3aLWMTHON YNaKoBKKM, NOTAHYB €€ 3a Kpas B pasHble CTOPOHbI, CTOPOro
Tam, rge 0603Ha4eHO MECTO BCKPbITWA YMakoBKW, JO/MKHO OCYLLECTBATLCA
OCTOPOXKHO C COG/IOEHNEM BCEX MPaBW/T aCenTUKMN.

MpofyKT npeAHasHaveH 414 04HOPa30BOro Ucnonb3oBaHuA! I He noanexurt
MOBTOPHOMY MCMO/1b30BaHUIO U PecTepunm3aLmm

B CNy4ae 06Hapy)XeHVsi Ae(heKTOB W HapYLLEHWS LIEIOCTHOCTY 3aLLMTHON
YNaKoBKW NPOAYKT NPUMEHATb Henb3al HaanexuT yTunm3mposats u3genve

SURGISPON B COOTBETCTBUM C HaLMOHa/IbHbIMW TPEBOBaHMAMM 1 CTaH4apTamm
ana NEYEBHbIX YUPEXOEHUIA.

lMpwn BBEAEHUN B OpraHu3M HyscHoro konmyectsa npogykra SURGISPON, OH MoHOCTLHO
paccacbiBaeTcs B TeueHne 3-4 Hefienb
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SKCMNYATAUNOHHBIE XAPAKTEPUCTUKW:

W3penne SURGISPON ycToiiuMBO Npu BUOPALIMOHHBIX Harpyskax B AmanasoHe 10-
i U, aMnnuTyge nepemelteHuns 0,15 mm.

* W3penve SURGISPON B TpaHCMOPTHOM YNakoBKe YCTOMYMBO MPY BUOPALIMOHHBIX
Harpyskax B AuanasoHe 10-55 'y, amnantyae nepemelleHns 0,35 MM U yAapHbIX

Harpyskax npy nMkosom yckopeHun 100 m/c2 (10g) 1 AnMTensHOCTH yAapHOro
ycKopeHus 16 mc.

M3penvie SURGISPON B TpaHCMOPTHOI YMaKoBKe YCTONUMBO ndpm Temnepartype ot +
0o C. n oTHocuTeNbHOW BaxkHOCTM Bo3fyxa oT 30 1o 90%

*  W3penne SURGISPON He noagepraetca peskoMy M3MeHeHMO TeMMnepaTyobl
BHELLHeWN Cpefbl.

YcnoBus akcnnyarauun:

N3penve SURGISPON XCTOIZMMBO npv Temnepatype ot 10 ao +35°C. 1 OTHOCUTENbHOW
BN2>KHOCTM Bo3ayxa oT 30 Ao 90%

TpeboBaHUNS K KOHTEMHEpaM A4/1s U3aenms B Buae nopoLuka (SSP-000001, SSP-000002):

» VI3genue B BMZe NOPOLLKA NOCTAB/AETCSA B KOHTelHepe 06beMoM 5 Mv3, maccoi 150 r
= KOHTEVHepb! Be/oro LIBeTa, NOBEPXHOCTDL IMaaKas,

e [epMeTUYHOCTb: repMETUYHO

* MexaHunyeckas NPOYHOCTb; BblaepXuBaeT 98 H ycunme cxatuns

ropsiyei Boge: Npy MOrpy>XeHun B ropsdyto Boay Temnepatypoii (70+5)°C -

* CTOlKOCTb MapKI/IBOBKVI HaK/IeMKW, HaKEeHHOW Ha KOHTEHep: A0/MKHa ObITb He HIbKe
By 6asnos no 'OCT 33756-2016

. BbIJEPKMBAHVA U3[e/INA B TEUEHVIE 2 Y NPy TeMnepaTtype

A NoCNeAyHoLEein BbIAEPXKKN B HOPMabHLIX YCOBUSX NP TemrepaType

(22+4) C BTeveHre 30 MVH. yriakoBKa He AediopvVpyeETCs.

*  MopO030CTOMKOCTb: MOC/E BblAEPXKMBaHNA U3LENUA B TEUeHMe 2 4 Npy TemnepaType
MUHYC (25+2) C 1 nocneayoLLero BblaepXkuBaHus npy temneparype (22+4)°C B
TeyeHre 30 MUH. YNakoBKa He ehopMupyeTcs.

Tpe6oBaHMs B YaCTU KpPbILLIEK;

BHELLUHWI BUL: KPbILLKa BUHTOBasS 6€3 YMI0THWUTE/IbHON NPOKNaAKN
reoMeTpuyeckme pasmepbl: AnaMeTp28 Mm
KopobsieHue: 0,32%
*  OpraHo/IenTUYeCcKne Nnokasaresm:
- 3anax BOAHON BbITKKN - He 6onee 1 6anna;
- NMPVBKYC BOJHOMN BbITSXKKM - He [0MYCKaeTcs;
- U3MEHeHMe LBeTa ¥ NPO3PaYHOCTV BOLHOM BbITSHIKKM —HeE [OMYCKaeTcs.

KOHTPO/b NEPBOro BCKPbLITUS: MPY NEPBOM BCKPLITUM LIENIOCTHOCTb YMAaKOBKY He
HapyLLiaeTcs

[Npoknafkv —oTCYTCTBYIOT.

COBNOAJEHVNE COOTBETCTBYHO WLLNX HOPM U TEXHUYETKWNY
CTAHOAPTOB=

» KomnaHus Jimpkuc NarigceHcec nponssoauT magenvme SURGISPON B COOTBETCTBUM
C ANpeKT1BO O MeANUMHCKNX n3aensx 93/42/EEC.

M3penve SURGISPON npous3BoauTcs B COOTBETCTBMM C NpaBuiaMy YNpas/ieHNs Mo
KOHTPO/IIO MPOAYKTOB MUTaHWS U JIeKapCTBEHHbIX CpeacTs (Hawa) Ha 3aBOfe,
MPOXOLALLEM PerynsapHble MPOBEPKM, CEPTUMMLIMPOBAHO MO Mpasuiam opraHu3aLmm
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MPOM3BOACTBA W KOHTPOSIA Ka4yeCTBa JIeKapCTBEHHbIX CPeACTB  (/MUeH3ns  Ha
npomn3soAcTeo Ne G/25/1809).

* E‘I’\'}I"Fy’\’\’\m-npmmsso,qmenb ilgxuc NaitgceHcecceptTuduumposara no 1SO 13485 u

* KomnaHus 3Jiimpkuc JlaidceHcecBHeApUIa CUCTEMY YMpaBieHWs KayecTBOM B
cootBetctBUM € ISO 13485 (EN ISO 13485:2012/ISO 13485:2003), cuctemy
obecrieyeHrsi KauyecTBa MeAULMHCKMX M3AenniA C Lenblo cobnioaeHns TpeboBaHuiA
pernameHTMpytoLmx opraHoB 1 1SO 9001:2008. KomnaHusi perynspHo 06HOBNSET

CUcTemy ob6ecreyeHnsi KauectBa B COOTBETCTBUM C Tpe6OBaHVIF|MI/I CTaHAapTOB U
PerynaTuBHbIX OPraHos.

FTAPAHTUNHBIE OBA3ATE/IbI TKA

YNOMHOMOYEHHbIM MPeSCTaBUTeNIeM NPOU3BOAUTENS Ha TeppUTOpUK PoccuiAcKoi
®epepaunm asnsetca KomnaHna OO0 «bNBUNIC»

125047, r. Mockea. 4-a Teepckas-Amckad yn., 4. 24, atax |, nom. |, koM.

TenedoH: +7 499 553 03 53

dakc +7 499 553 03 53
E-mail: info@b-v-s.net
Be6-calit: www.b-v-s.net

FapaHTgM npomn3sBoanuTeNa B 0653aTe/lbHOM nopsaake pPacnpocTpaHAKTCA Ha KaydeCTBO
n3nennn.

CPOK TOJIHOI'TU
«CpoK roHOCTW» OnpefiensieTcs CYMBOMaMM Ha 3TUKeTKe. CPOK FOAHOCTU orpeaensercs
NPOMEXYTKOM MeXy CPOKOM M3rOTOB/IEHMS (3aBOACKOW 3HAK) M AATON MCTeYeHUs Cpoka

FOAHOCTY (3HaK MECOYHbIX YacoB). PasHMLA MeXxay ABYMS AaTamu 1 eCcTb CPOK rOAHOCTU.
M3penne SURGISPON mmeeT cpok rogHocTu 3 (Tpu) roga.

OCOBEHHOCTWM CTEPUNN3AHHUN

M3penve SURGISPON nocTaBnseTca CTepuibHbIM B repMETUYHO 3anasHHbIX YNakoBKax C
MCNOMb30BaHMEM MeTOoda CTepuamnsauumy ramma-usslydyeHvmeM. YCTaHOB/IEHO, 4TO raMma-
M3MyYeHVe He OKa3bIBaeT BO3AEMCTBMA Camo M3aenme 1ynakoBky. O60opyaoBaHve Ans raMma-
cTepunM3aunmn ycTaHaBMBaeTcs B cootBeTcTBuM ¢ ISO 11137-1. YpoBeHb 0b6ecrneyeHus
CTepUIbHOCTM YCTaHaB/IMBAETCA B Mpeaenax AN obecneyeHns MakCUMaibHOM 3aLmTbl
cTepunbHocTM  m3genms.  Msgenve  SURGISPON  npegHasHaueHo ana ofgHopasloro
CMO/b30BaHMA, COXPaHAET CTePUbHOCTb MPU HeHapyLUeHHOW LENOCTHOCTM YMakoBKM B

cTepun™lc™el 4"\nonb3yiTe NPOAYKT NPU Ha/IMYMN COMHEHUIA B €ro

MPABUTA XPAHEHNA

M3penne SURGISPON B 3alWWTHOM YMakoBKe CriedyeT XpaHUTb B TEMHbIX —CyXWX

SURGISPON «BQeraiTe nonagaHua npsAMbIX COMHeYHbIX Jyyeit.  3genve
SURGISPON 6e3 3aBOACKOI YNaKOBKN XPaHUTb Heslb3s!

CrpaHunua 8 ns 12

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



YCNOBWUA SKCIM.TTYATAMNW

MaTepnan reMocTaTUYECKMIA paccacbiBatoLmMiAca Ha ocHoBe >xenatuHa SURGISPON

3Harol nmn“ NeYebHOro yUpeXxXaeHms 1 ToMbKO CheLyanncTaMm, XopoLwUo
3HAOWNUMM  TEXHUKN  XUPYPrMyecKoro  BMeLLaTensCTBa W METoAbl  NMPUMEHEHUA

MOCTaTUYECKUX pPaceacblBatOLLUXCA MaTePUa/IOB Ha OCHOBE XKEJlaTUHa.

NMAPAMETPbI YNAKOBK-M

M3penve SURGISPON nocTaBnseTcs B MEPBUYHON 3alLMTHOA FEPMETMYHON YNaKOBKe
obecneumBaeT  COXpaHeHWe CTepPUIbHOCTY,  3allWlgeT  W3denvMe 0T BO3AEeCTBuMA
MEXaHWYECKMX W KIUMATMYECKMX (PAKTOPOB Ha BCEM MPOTSXKEHUM YKa3aHHOrO CpoKa

MnonTcT COZIEPXXWT MapKVPOBKY C YKazaHMeM UHopmauun 06 1saenmn

I'Igo%ecc MAKOBKM MOJIHOCTbIO aBTOMATM3VPOBAH W Ba/MAMPOBaH, YTO 06GecrneyMBaeT
NOCTOSIHHOE BbICOKOE KauecTBo. WNCCUEUNBAET

MapKu1poBKa BbIMOMHAETCA B COOTBETCTBUM € ISO 15223-1. O603HaUeHNA HAHOCATCS Ha
MePBUYHYHO YMaKOoBKY, BTOPUYHYHO YMaKOBKY. YKa3bIBAaeTCS MH(OpMaLUUs 0 NpoLyKTe 06
OJHOKPATHOCTM ero NPUMeHeHWs, CTEPUIbHOCTU, HeLONyCTUMO ' TMYopUMeHeHNs BT y4ae
PSBX(%%MQ r%gagggﬂﬁ% eﬂaKOBKl/I, 06 YCNOBUAX XpaHEHUS 1 TpchnoRTmB(M)gm 88 8||§éa§<(
3HayeHVe BCeX YCMOBHbIX 0603HaUYeHMe NPUBOAUTCS B MHCTPYKLMSX MO NPUMEHEHWIO.

YcnoBHble 0603HAUYEHMS, MPUMEHSEMbIE Ha YNaKOBKe

X BHMMaTENbHO O3HAKOMWUTLCA C MHCTPYKLMEN MO NMPUMEHEHUIO

w4 TemnepaTypHble OrpaHUYeHuns

f XpaHuTe cyxum

bBepernte oT COMHEYHbIX Nyyeit

N3penue He NoafeXxnT NOBTOPHOMY MCMNO/Mb30BaHUIO
N3nenne He NoANeXXUT NOBTOPHOW cTepunnsaummn
He mcnonb3yiiTe Npy NOBPEXAEHHOI yNaKoBKe
JaTta n3rotoBneHus

fofeH fo - JaTta uctedeHua cpoka xpaHeHuda: Mecay n rog MM-YYYY

lotl Koa naptuu

d®opma no KaTtasoram goKymMeHTaLum

[BLL>  pannaumoHHbIN cnoco6 cTepununsaummn

cc o
0434 CE-Mark " ngeHTMOUKALWOHHbLIA HOMEpP YMOJIHOMOYEHHOTO opraHa [poayKT
yCTpoMcTBa' A OCHOBHbIM TpeboBaHuAM [Aupektnebl 93/42/EEC meAuUUHCKNE
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MMePOTCﬂ cneaywoume o0603HavyeHns:

Mapkuposka ceptudukaumun CE
Homep no katanory
HasBaHue, Bec u3genus

MapK1poBKa «BHUMATeNIbHO 03HAKOMUTLCS C
VHCTPYKLIMEA N0 NPUMEHEHUIO»

MapK1poBKa «W3fenne He NOANeXUT
MOBTOPHOI CTepuan3aLumn»

MapK1poBKa «He 1CMNO0/b30BaTh Mpu
MOBPEXAEHHOW YyNaKoBKe»

MapK1poBKa «TemnepaTypHble
orpaHuuenuns» ananason 5-30°C

MapKnpoBKa «6epeyb OT COJTHEYHbIX Ny4dei»

MapKnpoBKa «u3genne He NOANEXUT
NMOBTOPHOMY WMCMOJNIb30BAHUIO»

MapKupoBKa «CM. MpuiaraemMyto
WHCTPYKLMIO 471 KOHEYHOrO No/b30BaTens

B " o

’\319 BOT3

I.».Og 2}\% ;’I'S
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n<D

8i>loo
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coom

MapKnpoBKa «pafnauuoHHbIil cnocob
crepunnsagmnn» >

Koa naptum
[Jata nsrotosneHuna NMT-MM

[Jata ncteyeHna cpoka xpaHeHua INMTT-MM

Homep nnueH3mm
HavmeHoBaHWe npoussoguTens

2T\
AFTA

NMAPAMETPbI YT1AK-TIBK-Mm

KOpo6ku noogHoTu°nm HeTKCbKIMw TAkB KaXx Ny ~ "A'PT™MPH,e
BMafdb.lW-UHCTPYKLMA,

cojepXawuii MHhopmayuio o npoaykte nerol pulrnuTHun

Homvep o Karaviory Mecca  Borcora LLprHa JvHa lNorpeum

(") (cv) @Y (ov) OCTb
SSPO0000L )
SSP000002 » ¥ 85 2 2
y 75 65 65 _ 4 Y
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MAPAMETPbI ¥YTIAKOBKW

W3penne SURGISPON B nepBryHOI YMaKoBKeE Aasiee ynakoBbIBaETCS BTOPUYHO B KAPTOHHbIE
KOPOOKM M0 HECKOMbKO LITYK. B KaKaytd KOPOOKY B/IOXKEH BKIaAbIL-UHCTPYKLUWS,
coflepXKaLLiniA MHopMaLMo O NPOAYKTE M ero NpYMeHeHNN.

BTopuuyHas yankoBka npeAcTaB/isieT COO0M  CTaH4AapTHble  KApTOHHble  KOPOOKW,
obecneynBaoLLye 3amTy OT BO3AENCTBMS MEXaHUYECKMX U KIMMATUYECKUX (PaKTOPOB Ha
BCEM TMPOTSHXKEHWM YKa3aHHOTO CpoKa FOAHOCTM MpPOAyKTa, B TOM 4WC/e BO Bpems
TPaHCMOPTUPOBKM N XPaHEHWS, TaK Xe COLEePXUT MapKMPOBKY C YKasaHveM MHQopmauum 06

U3Lennn.
KonnyecTtso nsgenuii
Homep no katanory SURGISPON Buz, nepBryHO ynakoBKM
B O[JHO KOpPOOKe
SSP-000001 6 L. AJIFOMUHWEBBIA NaKeT
SSP-000002 lum. ANOMVHUEBbIV NaKeT

BTopryHasa ynakoBka (KapTOHHas KOpobKa) MMeeT criefytoLye 0603HaveHns

» Mapkuposka ceptugmkaummn CE
* Homep no Katanory
* Ha3BaHue, pa3mepsbl

¢ MapKMpoBKa «BHUMATE/IbHO 03HAKOMUTLCS C
VHCTPYKLMEN MO NPUMEHEHIIO»

»  MapKuUpOBKa «M3MIeNe He NOLIEXMUT
MOBTOPHOI CTEPUNN3ALINY

«  MapKMpoBKa «He MCMO/b30BaTh My
MOBPEXAEHHOW YMaKOBKe»

*  MapK1poBKa «TeMnepaTypHble OrpaHNYeHns»
AnanasoH 5-30°C

e MapKnpoBKa «6epedb OT COTHEYHbIX /yYei»

e MapKuMpoBKa «U3enne He NOANEXUT
MOBTOPHOMY MCMO/b30BaHIIIO»

*  MapKunpoBKa «XpaHNTb B CyXOM, 3allyLLEHHOM
OT Bflarv Mecte»e

e MapKupoKa «paanaLMoHHbIA cnocob
CTepuAmM3aLmm»

* Kopg naptuu

» [ata nsrotosneHuna INMTT-MM

» [Jlata ncreyeHus cpoka xpaHeHus M TT-MM
* Homep n1ueH3umn

* HanmeHoBaHWe npon3BoauTeNs

» O0603HayeHVe MecTa BCKPbITVS YMakoBKY

e KOonn4ecTBO LLT. B KOPOOKe

CrpaHuua 11 mn3 12

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



Hanee n3genve SURGISPON BO BTOPMYHONM YMakOBKE MOMELLAOTCS B rOpPOSILLMKA
bonbluero pasmepa (TpeTUYHas YMakoBKa), Ha KOTOpble MO GokaM WM No nepumeTpy
HAaHOCUTCS  KOHTPO/IbHas JleHTa. YnakoBka 06ecrieuvBaeT 3aluTy OT  BO3ZAENCTBUSA
MEXaHMYECKMX N KIIMMaTUYECKNX (PAKTOPOB BO BPEMS TPACMOPTUPOBKU U XPaHEHUS, a Takke
Hambosiee MOMHOE WCMOMb30BaHWE TPY30MOALEMHOCTU  (BMECTMMOCTM)  TPAHCMOPTHbIX
CPeACTB M YA06CTBO BbIMO/IHEHNS MOMPY304HO-Pa3rpPy304HbIX PaboT.

KonmuecTBO BTOPUYHO YNaKOBaHHbLIX U3AEWIA, NOMELLaEMbIX B FOPPOKAPTOHHbIE ALLMKA
(TpeTnyHas ynakoBKa), a TaK Xe BeC 6pyIT0 roYpoOKapTOHHOrO fALLMKa 3aBUCAT OT
WNHAVBUAYabHBIX 3aMpOCOB KOMMYECTB U3AENNNA 3aKa3UMKOM.

MPABUJTIA TPAHCIOPTNPOBKWN

Mpy nepeBo3Ke CreyeT YYWTbIBaTb TUM KCTIONb3YEMOrO TPAHCMOPTa, MYHKT HasHaueHWs,
MOCTaBLUMKA, WCMOMb3YEMOro A/l MEpPeBO3KW, a Takke YacTOTy W YCMOBUS KaKuX-Mbo
neperpy3oK, He0GXOANMbIX BO BPEMS TPAHCTIOPTUPOBKM.

MPABUTA YTUITN3ATINN

Mpn  HeO6GXOAMMOCTM  YTUAM3ALMW  MaTepuas  FemMOCTaTUYECKUIA — paccacbIBatOLLMIACA
SURGISPON cneayeT yTUAM3NPOBaTb B COOTBETCTBUMN C HALMOHa/IbHLIMW TPe6OBaHUAMU U
VHCTPYKUMSIMM 4151 NEYEOHBIX YUPEXAEHUIA.

[na CrpaH EC cornacHo Aupektuee 93/42/E3C.

[nsa Poccwiickoin defepalimm COrfacHO HaLMoHa/lbHbIM TPEB0BaHMAM, K KOTOPbIM OTHOCATCS-
CaHuTapHble npasuna n Hopmbl CaHlMH 2.1.7.72-99 «[paBuna coopa, XpaHeHUs 1 yaaneHns
OTXOA0B  NEYEOHO-NPOINNAKTUYECKNX  YUPEXAEHWIAY, CaHllvH 2.1.7.1322-03
«"MrneHnyeckve TpeboBaHWA K pasMeLLeHNO 1 06e3BPeXMBaHNIO OTXOA0B NMPOWM3BOACTBA U
noTpebneHns»; deaepanbHbIi 3aKoH «O6 0TX0Aax NpPoun3BoAcTBa 1 noTpebneHus» Ne 89-d3
oT 24.06.1998 .

Yactb Matepuana SURGISPON, yaansemoro 13 onepawuyioHHON paHbl B Uy U36bITOYHOMO
NPUMEHEHNA, YTUNU3NPYETCA, KaK MeAULIMHCKME 0TX0Ab! Kacca b.

Hencnonb3oBaHHbIi  MaTepuas SURGISPON € MCTEKLWUMM  CPOKOM  FOAHOCTU WK
HapyLLEHHOW LIeIOCTHOCTLIO YNaKOBKM YTUN3MPYETCS, Kak MeAMLIMHCKIE 0TX0/Abl Knacca I

MoAroTOB/IEHO N YTBEPXAEHO:

®.1.0. n OMKHOCTb Jata Moanucek

BxaBuH Tpueeay (Bhavin Trivedi)

PaccmoTpen /
(CneuuwanncT no Bonpocam

MoaroTosun rocyfapcTBeHHO! peructpauun) 18/08/2018
Jvinax Maren (Deepak Patel)
Mposepun (MpeacTaBnTENb PYKOBOACTBA) 18/08/2018
Hwunam Myrira (Neelam Gupta)
YtBepaun (Ynpasnatwowmnit napTHEp) 18/08/2018

CrpaHvua 12 u3 12
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H3kaw o CTPaHULEe NPUCYTCTBYIOT WTaMMbl U NevyaTun:

wpyw s nevarb: HOTAPWYC/ MPABUTENILCTBO MYIXKAPAT (MHAWA)/ Oxun. Mu. NATEN/PANOH AXMELABAL
Kpyrnas nevatb: TOFOBAA MANATA T'YOXAPATA, AXMEOABAL/ OCHOBAHA B 1949

LononHnTenbHO Ha NepBoii U NocnegHel cTpaHuue:

Wramn: KOMNWA BEPHA/Oxu. Mu. NATEN/ HOTAPWNYC/ NMPABATENBLCTBO IYO)XKAPAT
Mognuck: /nognuce/

Moanuck: /nognucek/

( ANOCTUNL

Faarcx

Crpana: nar 3R KoHBEHUNA oF 05 oxTabpna 1961)
Hactoammit odpumuansuns AokymenT KOMMEPYECKHUHM OKYMEH
BolaaH: INAKUC NANDCEHCUC HO '
nognucan: TYWAP NAHAKA

Ckpennen nevatbio/lwramnom: ACCUCTEHTA CEKPETAPH, TOrOBAR NANATA TYAMAPATA, AXM EOABALN

Cepruduumposansbim Co YA OBEPEHO

M LOTpYAHMKOM OtaeneHun (Ol) MUHUCTEP

04 Cenapn 2018 & HbIO-AE/NW, MHAWA * ) CTBA MHOCTPAHHbIX AEN
- Ne GJAH0028609818

lt;lz:::{:namn. [ng ::::"r:eb;:crso BHYTPeHHMX gen*lpasutenscrseo UHawn*Holo-Aenn*Ng568
HAEBAEPATA NOAN,

Cotpyannk otaenenna {3aceunerenscraosanme)

KOHCYNLCKMI OTARA nacnoproe u sus

Munncrepcreo WHOCTpaHHbIX Aen, Holo-fenu

: ANOCTUNDL
Faarckan ko
Crpa: HBEHUMA OT 05 okTAGpA 1961)
Hacroaummi oduunansusii no
kymenT KOMMEPYECKHI
BbIAaH: SALKUC NANDCEHCUC HOKYMEHT
noAgnucan: TYLLAP NAHAMA
CKpenAeH neyatobio/wramnom: ACCUCTEHTA CEKPETAPA, TOFOBAA NANATA FYAXKAPATA, AXM EOABAA

Ceprudnumnposanmbim Cotp or YAOCTOBEPEHO

YAHWHOM O1aeneHna (01} MMHU
04 CentABpR 2018 B HLIO-DENM, UHANA * (01} MMHUCTEPCTBA MHOCTPAHHBIX AEN
. Ne GJAH0028610018

Nevato/wramn: Munnctepcrso an N

YTpeHHux gen*MNpasutenncrso U *Hbio-, M
gty o) HANKW*Hbuio-Henn*Nes68
AEBABPATA NOA,
Cotpyanuk otaeneHun (3acemaerenncraosarne)
Kowcyabcruit otgen nacnopros u suz
MuHucTepcreo KHOCTPaHHbLIX Aen, Hbio-flenu
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Mepesog dm,,,0r0 TeKcTa efe.,an .lowWii, nepesoA4Ynko.n MapKosbiM A.,ekca,,ApoM A.,eKkca,,[poB,,YeM.

Poccuiickas depepauus
"opoa Mocksa

[lBeHaaLaToro ceHTA6ps [Be ThiCAUYM BOCEMHAALATOrO roga

A. Akumos ne6 Bopucosny, HoTapuyc ropoga MOCKBbl, CBUAET eNbCTBYI0 NOANMHHOCT b NOANNCH
nepesofjunka MapkoBa AnekcaHpapa AnekcaHOpoBuya.
Mognucey caenaHa B .MOEM NPUCYTCTBUMN.

NInyHOCTb NOANMCABIIEr0 <)OKY.MEHT yCTaHOB.4YeHa.

3aperncTtpunposwl<iM:;*fe&we:M> 77/09T/77-2018-
BwekaHoroc” -1 /\pw X "*uw lHbi(no Tapudy): 100py6.

YnnaueHo 3(">kamwkin.yGnyrip(fYill M TexHnyeckoro xapakTepa: 200 py6.
6. AKnmos
nA Y- HEl*
Bcero npouw  ")pal0)1'6HyMepbgHO

nCcKpeTeHo ne' CA...ig"m(aj(oe)

HoTapuyc
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water-insotuble, odorless

ile, absorbablc,
e hieeding surface.

clatr < use

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



Thispiibfic documentofthe type
COMMERCIAL DOCXJimrt

agis L™escfeNces

SECRgQTARY, GUMRAT "'

. A AHVECTBIN
Certifiedtix

>Nanwsea”NseH»eN

affajrs
W 04-3~LW 8 « new ESELMI ~
TR <SJAHPRI0MS
T c ffH
M -

V}Q{?ea i o) M}

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

*

_|.

A

"%



No.

17
18
19
20
21

22

Product ID

SSP-805001
SSP-200705
SSP-1208

S SP-253005

SSP-954805

SSP-484805

[0fl7 <r

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

Length,
mm

80
20
12
25
95

48

Width,
mm

50

30
48

48

Height,
mm

1
5

Diameter,
mm

Error,
mm

5%
5%
+5%
+5%
+5%

+5%
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No. Product ID Image Product shape

10 SSP-804010 Rectangular slab

At
11 SSP-802010 Rectangular strip
12 SSP-802507 Rectangular strip
13 SSP-602007 Rectangular strip
14 SiP -41410s Quadrat* slAb
Page 4 of 17
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17 SSP-200

18 SSP-705001

map.tucooi

Page 5 of 17
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thromboxane A 2 (TxA 2) and B 2 (TxB 2 ). These prostaglandins, TxA 2, together with the
released platelet granule adenosine diphosphate (ADP) and platelet activation factor (FAT)
initiate irreversible platelet aggregation inside the porous structure of the material
SURGISPON. forming a combined clot.

BIODEGItADATION AND BIOCOMPATIBILITY

Gelatin, which is the material of surgical hemostatic absorbable SURGISPON, is a denatured
collagen, homologous to human collagen. During the healing period postoperative
polymorphonuclear leukocytes, fibroblasts, and macrophages secrete the enzyme coUagenase,
which cleaves the collagen molecule at the 1position from the C-terminal end of the
molecule. The resulting fragments are available to the action of other proteolytic enzymes
and subsequently metabolized by the body naturally.

SURGISPON material is completely resorbed over a period of three to four weeks, without
causing scarring. The product is biocompatible.

BIOCOMPATIBILITY TEST

Product Test

SURGISPON Absorbable Haemostatic Gelatin Cytotoxicity

Sponge Skin irritation / Intracutaneous
reaction

CONTRAINDICATIONS
SURGISPON Absorbable Haemostatic Surgical Sponge is not recommended;

for skin incisions when it may become a mechanical obstacle and prevent healing of
skin edges.

for patients with allergies to collagen
in intravascular compartments because of the risk of embolization

in conjunction with methyl methacrylate adhesives

in oonjunerlon with autologpUi blood oirclei
*e 3 primary traatmant of eoagulatlon diaordare
for intraoperative haemostasis when the presence of infection has been confirmed

for control of postpartum hemorrhage or menorrhagia

for contro! of pulsating arterial bleeding

in large pools of blood or other liquids and when the source of bleeding is hot clearly

identifiable due to excessive liquid.

Page 7 of 17
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The haemostatic absorbable gelatm sponge is not intended as a substitute for
meticulous surgical technique and proper application of ligatures or other
conventional methods of haemostasis.

The haemostatic absorbable gelatin sponge should be used with extreme caution in
contaminated areas of the body. If signs of infection or abscess develop, reoperation
may be necessary to remove the infected material and allow drainage.

DIRECTIONS FOR USE
Open the package immediately before use by pulling to sides as indicated on the package.

SURGISPON Sponge can be used either dry or saturated with sterile isotonic solution (not
included) as a single piece or cut to fragments of desired size.

When used dry a single piece or a fragment of SURGISPON should be manually adhered to
the bleeding site and held in place until the haemostatic effect is achieved.

When used with sterile isotonic solution, a single piece or a fragment of SURGISPON should
be first immersed in the solution for 5-10 sec and then withdrawn, squeezed between gloved
fingers (gloves not included) to expel air bubbles, and then, if needed, replaced in the solution
for complete saturation. SURGISPON should promptly return to its original size (small
increase in size due to saturation is allowed). If it has not returned to its original shape, repeat
the procedure. When the saturated SURGISPON is used, it can be wetted with a gauze (not
included) before applying to the bleeding spot.

SURGISPON should be held on the bleeding site with manual pressure with a sterile pledget
of cotton (not included) or a sterile gauze (not included) until the haemostatic effect has been
achieved. A sterile gauze can be removed easier by wetting it with sterile saline solution.

The first correct application of SURGISPON usually arrests bleeding, but if not, additional
applications may be needed. Use a new single piece or a fragment of SURGISPON prepared
according to given instructions for each subsequent application.

PRECAUTIONS:
» When SURGISPON is manually pressed against the bleeding site, special caution

should be taken in order to avoid displacement of SURGISPON, which may have

already traneformed Into a clot, which may reiult In recurrent Intraopreatlonal
bleeding, when displaced.

« Use of suction applied over the pledget of cotton or gauze to draw blood into the

SURCHSPON i unneceseary. as the spongy texture will absorb sufficient blood by
eapiUary aotlon. Unnaetisary meehanleal suatlen may result U>dIsplaeemem of a elot

and result in recurrent Intraoperation bleeding.

»  Use the minimum required amount of SURGISPON which should be removed when
the haemostatis dTcct has been achieved.iAAedracmostasis the excess amount of

Page 9 of 1
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gelatin sponge, if any, should be carefully removed to avoid the risk of subsequest
displacement or compression of surrounding organs and tissues.
The sponge is intended for single use and must not be sterilized!

SPECIAL INSTRUCTIONS

» The persons using SURGISPON should be well familiar with surgical techniques
and methods of application of absorbable haemostatic gelatin sponge.

» When ordinary treatment is perfonned in healthcare institutions, the peculiarities
of each patient should be taken into consideration.

» SURGISPON is supplied in protected sterile package. Sterility is assured until the
package has been opened. It is recommended to use SURGISPON i nmediately
after opening the package. The unused amount of product should be disposed of
according to applicable national regulations and standards of healthcare
institutions.

»  Opening of the package by pulling to the sides as indicated on the package should
be made with proper care and in accordance with applicable aseptic practices.

» The product is intended for single use! The product must not be reused or
resterilized.

» The product in the damaged protective package must not be used! In this case
SURGISPON should be disposed of according to applicable national regulations
and standards of healthcare institutions.

When used in adequate amount, SURGISPON is absorbed completely within 3-4 weeks.
HANDLING:

* SURGISPON is resistant to vibration load within 10-55 Hz with displacement
amplitude of 0.15mm.

» Transportation package of SURGISPON protects the device against vibration load of
10-55 Hz with displacement amplitude of 0.35 mm and shock pulse with peak
acceleration of 100 m/s2 (10 g) and duration of shock acceleration 16 ms.

» SURGISPON in transportation package can be stored at +5 to +30"C.

»  SURGISPON should not be subject to drastic temperature swings.

Operating conditions:
SURGISPON can be stored at +10 to +35°C and relative humidity of 30 to 90%.

COMfLIANCE_.WITH APPLICABLE REGULATIONS AND TECHNICAL
SIANDARDS

¢ SURGISPON is manufactured by Aegis Lifesoiences In compliance with the Medical
Device Directive BBM3/EKC.

* SURGISPON is manufactured according to the regulations of the Food and Drugs
Administration (India). The production facilities undergo regular control and are

Page 1
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Attention! See instructions for use

CE-Mark and identification number of the notified body. The device complies
mmmn«mmmwwmmmmmtm
Directive 93/42/EEC

Manufactured by

A
e Consult instructions for use
w{* | Temperature kmitations
+ Keep dry
# | Keep awsy from sunlight
® Single use
o Do not re-sterilize
® Do not use if package is damaged
foa | Date of manutacture: month and year
8 | useby: month and year
Batch number
L] Refersnce number
Gamma Sterilized
OC‘S
ol
303

Authorizad representative in the European Community
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SSP-954805 include the following data on the label.

SURGISPON*~

Atjsorbabie Gelatin $£ion™

Hmryomic

s *0X50X IS

A»«»

q;b XO® T #

_

A wlfe
anenmdnt

CE-Mark and identification number of the
notified body. The product complies with the
essential health and safety requirements set out in
the Medical Device Directive 93/42/EEC

Product ID

Product name, dimensions

Keep dry

Attention! See user instructions enclosed
Do not re-sterilize

Do not use if package is damaged

Temperature range 5-30°C
Keep away from sunlight
Single use

See user instructions enclosed
Gamma Sterilized

Batch number

Manufacturing date: month and year
Expiration date: month and year
Manufacturing licence number
Manufactured by

Barcode

Peel here

SURGISPON products with IDs SSP-801507, SSP-303010, SSP-802010 SSP-804010. SSP-
253005, SSP484805*"SSM »cl”

SURGISPO N*£€

Absortabte GeWio 8(torue

naBrrroomnc

SIZE*7 a«<K3CXOEM*"

b

JIn rnamSimmmmm-

cS MitiriMk T\7006

w.TT

T

1)
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body. The product complies with the essential
health and safety requirements set out in the

Medical Device Directive 93/42/EEC 93/42/EEC
Product ID

Product name, dimensions

Keep dry

Single use

Do not use if package is damaged
Attention! See user instructions enclosed
Gamma Sterilized

Batch number

M*nv/1©wrinl month *nd yuur

Kl VB €*»| memh
IVHUKIAF TUALUM nwit

Manufactured by

Peel here



SURGISPON products with IDs SSP-IOIOIO, SSP-1208 include the following data on the
label:

e CE-Mark and identification number
of the notified body. The device

SURGISPON®CE£ complies with the essential health and

safety requirements set out in the

o\ Medical Device Directive 93/42/EEC
w ryv SSP 1208 SRIIDIEEC
[oT! oe17@U XX ® ; Product ID

. Attention! See user instructions
' 'I_ I_ enclosed
2 2020 - 05 ] o S|ng|e use
WAl Ucftfi* T .:onw e Keepdry
. Gamma Sterilized
Temperature range 5-30°C
Batch number
Expiration date: month and year
Manufacturing licence number

PACKAGE

SURGISPON sponges in primary envelopes are packaged into carton boxes. Each carton box
contain one or several sponges. Each carton box contains an enclosed package insert with
information on the product and a user instruction.

Product ID Weight  Height Width Lcnghth Error
)] (cm) (cm) (era) (mm)
SSP-805010 25 8 12 12 +2
SSP-705010 25 8 12 12 2
SSP-8030 24 235 10.5 35 +2
SSP-101010 14 155 9.5 25 +2
SSP-202007 25 8 12 12 +2
SSP-801507 25 8 12 12 2
SSP-8007 25 8 12 12 +2
SSP-303010 25 8 12 12 +2
SSP-804010 25 8 12 12 2
SSP-802010 25 8 12 12 2
SSP-802507 25 8 12 12 2
SiP-602007 _.145 t 12 U t2
“SIFTS lj— 24.» »1 s.l *3
" J4» 1» » 1.»
sspogp - i i 52 o
le.s 18 12 il
165 16 12 257 2
SSP'200705 t 16.S 16 12 25 tl
ssm o8 14 isi 95 25 42
SSp*«00? 23 8 12 12 42
SSP-954805 28 24.5 155 25 2
SSP-4g4805 25 8 12 12 42
P*|e 14 of 17
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PACKAGE

SURGISPON sponges in primary envelopes are packaged into carton boxes. Each carton box
contains one or several sponges! Each carton box contains an enclosed package insert with
product information and user instruction.

The secondary package is a standard carton box protecting the product from mechanical and

environmental impacts during the entire shelf life. The secondary package protects the
product during transportation and storage and contains marking with the product information.

Number of SURGISPON

Product ID products in one box Primary packaging tipe
SSP 805010 10 pcs Blister tray, covered with medical paper
SSP 705010 10 pcs Blister trav. covered with medical paper
SSP 801507 10 pcs Blister tray, covered with medical paper
SSP 8007 10 pcs Blister tray, covered with medical paper
SSP 303010 10 pcs Blister tray, covered with medical paper
SSP 804010 10 pes Blister tray, covered with medical paper
SSP 802010 to pcs Blister trav, covered with medical paper
SSP 802507 10 pcs Blister trav, covered with medical paper
SSP 602007 10 pcs Blister tray, covered with medical paper
SSP 253005 10pcs Blister trav. covered with medical paper
SSP 484805 10 pcs Blister tray, covered with medical paper
SSP 8030 6 pcs Blister tray, covered with medical paper
SSP 101010 32 pcs Blister tray, covered with medical paper
SSP 1208 32 pes Blister tray, covered with medical paper
SSP 100 2 pcs Blister tray, covered with medical paper
SSP 120 2 ppcs Blister tray, covered with medical paper
SSP 954805 4 pes Blister trav. covered with medical paper
SSP 705001 20 pcs Blister nay, covered with medical paper
SSP 805001 20 pcs Blister trey, covered with medical paper
SSP 200705 10 pes Blister trav. covered with medical paper
SSP 202007 10 pcs Blister tray, covered with medical paper
SSP 200 2 pcs Blister tray, covered with medical paper

Page 15 of 17
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The secondary package (carton box) includes the following data:

* CE-Mark and identification nvimber of the
notified body. The device complies with
the essential health and safety requirements
set out in the Medical Device Directive
93/42/EEC 93/42/EEC

Product ID

Product name, dimensions

See user instructions enclosed

Do not re-sterilize

Do not use if package is damaged
Temperature range 5-30RC

Keep away from sunlight

Do not re-use

Keep dry

Gamma Sterilized

Batch number

Manufacturing date: month and year
Expiration date: month and year
Manufacturing licence number
Manufactured by

Open here

Number of pieces in a box

Barcode

Authorized representative in the EC

SURGISPON sponges in secondary packing are further placed into big corrugated bo”*s
(tertiary packing) and sealed across the sides and along the perimeter with control tape. Ihe
packing ensures protection against mechanical and environmental impacts during
transportation and storage as well as enables to efficiently use the capacity of transportation
vehicles and perform loading operations.

TRANSPORTATION

When arranging a transportation of the product the type of transportation vehicle, point of
destination, transportation provider as well as periodicity and eventual overloading ot
vehicles shoul be taken into consideration.

Dliewded SURGISPON ebforbable hilamomUu upon**» «heuld b* dl«po*ed of aocordine to
U | tleni nnJl f
Forth* EU Bountile .ngh* Direetiv+ 93/4a EEC .hould be »pph»d. <AL

For the Russian Federation the following national regulations should be used. Sanliarv
regulations and Standards SanPiN 2.1.7.72-99 “Collection, storage and disposal ot waste in

healthcare institutions"; SanPiN 2.1.7.1322-03 "Sanitart' rules for disposal and trratnient of
industrial and consumer waste™: Federal Law “On industrial and consumer waste No. 89 dd
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Excessive SURGISPON sponge removed from a wound should be discarded as Class B
medical waste.

Unused & expired SURGISPEN product or SURGISPON in damaged package should be
discarded ad Class D medical waste.

PPFPARKD AND APPROVED BY:

Full name and title Date Signature

Bhavin Trivedi 18/08/2018

(State Registration Services Expert)

Patel
Controlled by Deepak Pate 18/08/2018

(Representative ofthe Board of Directors)

Approved by Neelam Gnpta 18/08/2018

(Managing Partner)

TRUE C ™~V

4. ft FATEI
mm,

TUSHAR -
_ISSESEanUU RV
LI CAKLLIC I>XOVMAT
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17
18

19
20
21
22

Homep no
KaTanory
SSP-805001

SSP-200705
SSP-1208

S SP-253005
SSP - 954805
SSP-484805

OnuHa,
MM
80

20
12
25
95

48

Homep no kaTtanory

SSP-805010

SSP-705010

SSP-8030

SSP-101010

CrpaHuua 2 13 18

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

W npnHa, BbicoTa,
MM MM
50 1
7 5
30 5
48 5
48 5
M3o06paxeHune
1t ; . -

[vameTp, MorpewHocTh
MM
+5%

+5%
8 +5%
- 5%
- 5%

+5%

®opma n3genna

MpamoyronbHas
nnacTuHa

MpaAmMoyronbHasn
nnactuHa

Llnnungpuyecknii
TaMnoH

Ky6



(o]
Na Homep no katanory

SSP-202007

SSP-801507

SSP-8007

SSP-303010

SSP - 954805

CrpaHnua 3 u3 18
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N3o6paxeHune ®opma nsgenus

KBagpaTHas
nnacTuHa

MpamoyronbHas
nonocka

LlnnnHgpnyeckunii
TaMnoH

KBagpaTtHas
nnacTuHa

MpamoyronbHas
nnacTuHa



Ne Homep no

N306paxeHne ®opma nsgenus
KaTanory
10 SSP-804010 MpaMoyronbHas
nnacTuHa
UL T © | -
te..... ;
N SSP-802010 MpAMOyronbHas
nonocka
«l, «= 1
J
12 SSP-802507 MpsaMoyronbHas
nonocka
yn 'C -
13 SSP-602007 MpAMoyronbHas
nonocka
14 SSP-484805 L KBagpaTHas
nnacTuHa

CrpaHnuya 4 n3 18
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No Homep no

M3o06paxeHne ®opma nsgenunsa
Katanory
MpamoyronbHas
20 SSP-200705
nnacTuHa
NANHLPNYECKUI
21 SSP-1208 H AP
TammnoH
I 4 |
MpamoyronobHas
22 SSP - 253005 pAMOy
nnacTuHa

HABHAYEHUWE/MOKA3AHNA K NMTPUMEHEHWIO

Martepuan remocTaTyeckmin paccacbisatomiics SURGISPON aththeKTMBHO NPUMEHSIETCA
NPV PasfNyHbIX XUPYPrmyeckUX BMeLLaTenbCTBax /14 IOKa/IbHOro remocTasa, Korja
[aB/eHVe, HaJIOXKeHWEe IMraTypbl 1 Apyrme 06bl4HbIE CNOCOObI KOHTPO/A KarnuIsapHLIX,
BEHO3HbIX M HEBO/bLUMX apTepUa/IbHbIX KPOBOTEUEHMUIA He 3((EKTMBHbLI WM OMacHBI.

MEXAHW3M OENCTBUSA

Martepran Xupypruyeckuii remoctatnyeckuin paccacbisaromincs SURGISPON nmveet
MOPUCTYHO CTPYKTYPY M BNUTLIBAET KPOBb, MOCTYMMUBLUYIO B paHy V3 MOBPEXAEHHBIX B
pesy/nibTaTe OrnepaTMBHOIO BMELLIATE/IbCTBA COCYL0B. AKTMBMPOBaHHbIE TPOMOOLWTHI,
coflepXkaLLyecsi B MOCTynatoLLel U3 NOBPEXAEHHBIX COCY0B KPOBW, COAepaT
oTpuvuaTesibHO 3apsXkeHHble hocdomnuipl (PF3) Ha NOBEPXHOCTU 1 BbI4ENAIOT (hakTop V.
Taknm 06pa3oM, aKTUBM3MPYETCA BHYTPEHHWIA NMYTb CBEPThIBaHNSA KpoBU. PakTop Va
CBA3bIBAETCA € 06pa3oBaHVeM PF3 BMecTe ¢ hakTopom Xa B npucyTcteum Ca2+,
NPOTPOMOMHA3HOIO KOMM/IEKCA, KOTOPbIA NpeobpasyeT NpoTPOMOUH B TPOMOWH, KOTOPbIN
CTUMYNMPYIOT hocthomnasbl TPOMOOLMTapPHON MeMOpaHbl, 0CBO60XKasA apaxuioHOBYHO
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MAPAMETPbI ¥YMMAKOBKW

N3penne SURGISPON nocTaBnsieTcsi B MEPBUYHONA 3alMTHOM FepMETMYHON YMaKOBKe,
obecrieuvBaeT  COXpaHeHWe CTEPUIbHOCTY, 3aliMLaeT  u3fdenMe OT  BO3AeNCTBMA
MEXaHUYECKNX W KIMMATUYeCKMX (PAKTOPOB Ha BCEM MPOTSHKEHWMM YKa3aHHOro CpoKa
FOAHOCTM MPOAYKTa, TaK Xe COAEPXUT MapKUPOBKY C YKazaHeM MHQopmauum 06 nsaennu.
Mpouecc yNakoBKM MOMHOCTHIO aBTOMAaTU3MPOBaH W Ba/MAMpPOBaH, 4TO 0b6ecrneymBaeTt
MOCTOSAHHOE BbICOKOE KA4eCTBoO.

Ha stuketke nsgenna SURGISPON ¢ Homepom no katanory SSP-805010, SSP-705010, SSP-
8007, SSP-802507, SSP-602007, SSP-8030, SSP-100, SSP-120, SSP-705001, SSP-805001,
SSP-200705, SSP-200, SSP-954805 mmetoTcs crefytoLime 0603HaueHNs:

Mapkuposka ceptugmkauum CE "

Homep no Katanory
HasBaHve, pa3mepbl

MapKMpoBKa «BHUMATE/IbHO 03HAKOMUTLCS C
VHCTPYKLMEN MO NPYMEHEHMNIO»

MapKmnpoBKa «13aenme He NOANEXnT
MOBTOPHOI CTEPUAM3aLIM

MapKmnpoBKa «He UCNo/b30BaTh Npu
MOBPEXAEHHOM YNaKOBKe»

MapKupoBKa «TeMnepaTypHble
orpaHuyeHus» amanasoH 5-30RC

MapKkunpoBKa «6epeyb OT COTHEYHDbIX JTyyeii»
MapKu1poBKa «u13aenvie He NOLJIEXUT

SURGISPON®cc

0434

Absorbable Gelatin Sponge
Haemostatic

EMB SSP 805010
STANDARD 80 X 50 X 10 mm Approx.

X

GarmaSMilizd
Batch No: 0315006
MfgOata:  201S-03

MOBTOPHOMY VCMO/b30BaHMIO»

g BqpDlde; 201802
MapKrpoBKa «XpaH

Mg Ucanca No.: 6/1809

L] «OMB1L.MMMIBA«IVCUrmiD
Ammww +*2 31> INIA

MapK1poKa «painalyoHHbI Crnocoo
CTepuAM3aLmmn»

Kopg naptum
Hata nsrotosneHus M Tr-MM
[Jata ncreyeHuns cpoka xpaHeHus I'MTT-MM

Homep nuueHsun
HanmveHoBaHWe Npov3BoauTENs

O603Ha4yeHre mecTa BCKPbITUA YIMaKOBKN

CrpaHuua 13 3 18

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



Ha stukeTke nzgenma SURGISPON c Homepom no Katanory SSP-801507, SSP-303010, SSP-
802010, SSP-804010, SSP-253005, SSP-484805, SSP-202007 wMeloTCs CriefytoLuye

0603HaYeHNs:
Mapkumposka ceptudmkaumm CE

Homep no katanory

HassaHue, pa3mepbl S U R G I S P O N *C€

MapKMpOoBKa «XPaHUTb B CyXOM, 0434
3aLLUMLLEHHOM OT BNIarn mMecte» Absorbable Gelatin Sponge
MapKMpoBKa «He M1CMo/b30BaTh MpU Haemostatic
NOBPEXAEHHOW YNaKOBKE» SSP 202007

oeHTliic 20K20K07 LW
MapKnpoBKa «u3aenne He NOANEXNT ® okt i@
MOBTOPHOMY MCO/b30BaHUNIO» Mgl 5™ C0BOU: <
MapKnpoBKa «CMOTPW Npuiaraemyo Keep dry
VIHCprKLl,V”‘O Nnosib3oBaTens BHyTpVI» )‘K Forlcomdpletekuser!nstntictfons. refer

encloeed package insert.
MapKu1poKa «paauaLyoHHbIi Crocob Lrocun Gamma Sterilued
cTepunmn3aLymn»
Ko'q napTMM ItOTI Batch No : 0617003
Nata nsrotosnieHus MTT-MM di MfgDate — 2017-06

2020-0S

[laTa UcTeyeHns cpoka xpaHeHus ITTT-MM u  ExpDate:
Homep NNLIEH3UM Ittg. Ucence No.: i
HanmeHoBaHWe Npou3BOAUTENS WriYKtTLf_AtS&(SHﬁCV%)E‘%W>

. " N l
O603HaueHNe MecTa BCKPbITVS YMaKOBKU im - V=W

Ha atukeTke n3genms SURGISPON c Homepom no Katanory SSP-101010, SSP-1208 nmetoTca
CnepytoLye 0603HaueHus:

Mapkwuposka ceptudmkaumm CE

Homep no katanory

MapKupoBKa «BHUMaTENIbHO 03HAKOMUTLCA C

WHCTPYKLWMEN MO MPUMEHEHNIO» S U R G I S P O N ® C €
MapKupoBKa «13aenne He NOAIeXNT lref |l SSP 1208

MOBTOPHOMY WCMO/L30BaHNIO»

MapK1poBKa «XpaH1Tb B CYXOM, 3aLLULLEHHOM | | otl 0617006 A ®
OT Bnaru Mecte»

MapK1poKa «paanaLyoHHbIA crnocoo
CTEPUNM3ALMI» 2020 - 05

MapKunpoBKa «TeMmnepaTypHble OrpaHUYeHns» Mfg. Licence No. : G/1809 ISTERILER
AnanasoH 5-30°C

Kog, naptum

[ata ncreueHuns cpoka xpaHeHua INMTT-MM
Homep nuueH3mm
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MPABUNA YTUNTNIATTUN

Mpn  Heo6XOAMMOCTM  YTUAM3AUMW  MaTepuasn  reMOCTaTUYeCKUiA  pPaccachbIiBatOLLMIACS
SURGTSPON cnepgyeT yTUAM3MpoBaTb B COOTBETCTBUM C HaLMOHa/IbHbIMK TPe6oBaHMAMU U
VHCTPYKLUMSMUN ANS NIeYeOHbIX YUPEXKAEHNIA.

[na CtpaH EC cornacHo OnpekTtunee 93/42/E3C.

[nsa Poccuiickoin depepalum COrnacHo HaumoHa bHbIM TPe6oBaHMAM, K KOTOPbIM OTHOCATCS:
CaHuTapHble npasuna 1 HopMbl CaHlMnH 2.1.7.72-99 «[MNpaBuna c6opa, XpaHeHWs 1 yaaneHus
OTXOA0B  /IeYeOHO-MPOPUAAKTUYECKUX — YUPEXKAEHNIN»; CaHlMvH  2.1.7.1322-03
«["MrneHnyeckune TpeboBaHUA K pasMeLLEeHNIO 1 06e3BPEXKMBAHNIO OTXOLOB MPON3BOACTBA U
noTpebneHns»; defepasibHbIi 3aKoH «O6 0TX0AaX MPOM3BOACTBA M NOTPebsieHns» Ne 89-P3
0T 24.06.1998 .

Yactb Mateprana SURG1ISPON, ygansemoro v3 orepauyioHHON paHbl B CUTY U30bITOYHOMO
NPYMEHEHWS, YTUN3NPYETCS, Kak MeaULMHCKME 0TX0Mbl Knacca b.

Hencnonb3oBaHHbIi  MaTepman SURGISPON € WCTEKWMM CPOKOM  FOAHOCTV WK
HapyLLUEHHOM LIeNIOCTHOCTHIO YMaKOBKM YTUAN3MPYETCA, Kak MeAVLMHCKME OTXOAbI Knacca T

MnoAroToOBJIEHO N YTBEPX/TKHO:

®.N.0. n [ONIKHOCTb Jarta Mopgnwnce

BxaBvH Tpyeeay (Bhavin Trivedi)
(CreupanicT Mo Bonpocam
MoaroTosmun roCy/apCTBEHHOM PerncTpaLym) 18/08/2018

Paccmotpen /

Juvnak Maren (Deepak Patel)
Mposepun (MpeacTaBuTeNb PYKOBOACTBA) 18/08/2018

Hwunam MNyrma (Neelam Gupta)
YTBepgunn (YI'IpaBJ'IFIIOLIJ,VIﬁ napTHép) 18/08/2018
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W NAKOWNA/ ACCACTEHT CERPETAPA/ CEPBUCHbLIA

TED BH *
oo » 0 pc YTREHHNK den*NpaanTenscTso MHanK® Hbio-Nenn® Ne5S68

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



MepeBog AaHHOrO TeKcTa cAenaH MHOW, NepeBog4YMKoM MapkoBbiM AnekcaHApom AneKkcaHApoBUYEM

Poccuitickaa depfepayus
"opoa Mockea

[BeHaiLaToro CeHTAOPS [Be ThiCAYM BOCEMHAALATOrO roja

A. Aknmos 'ne6 bopucosny, HoTapuyc ropoga MockBbl, CBMAETENLCTBYH NOAIMHHOCT b NOAMNMUCH
nepesofumka MapkoBa AnekcaHgpa AnekcaHaposuya.

Moanuch caenaHa B .MOE.M NPUCYTCTBUN.
JInyHoCTb NoanucasLlero JOKYMeHT yCTa)IOB.lEHa.

3aperncTpupo - TR 77100-11/m-2018- 29"

B3blcKaHONM Ny aap~TB m)LWvHbI(No Tapudyy): 100 py6.
Ynnave. WI0BOTO M TeXHUYecKoro xapakTepa: 200 py6.

r.s. AkxumO "'

Bcero nr3blHypoép("y* npr)Hym0toBaHo
nckpenneH()*wATbO A% nncT(a)(oB)

HoTapuyc
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