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Insulin Delivery Device. __Lilly

(red script)
INTRODUCTION

HumaPen SAWIO Pen is designed for ease of use. You can inject from 1to 60 units of Lilly
insulin from a Lilly 3 mL Cartridge (100 IU/mL). You can dial your dose one unit at a time. If
you dial too many units, you can correct the dose without wasting any insulin, » ~ moi
iBfnrmafinn nn HumaPen SAW IO Pens and Liljg insulin Ctease visit our we~biite xxxj

if utkl\'~/yii

Read this manual completely and follow the directions carefully before using HumaPen
SAWIO. If you do not follow these directions completely, you may get too much or too
little insulin.

DO NOT SHARE YOUR PEN OR NEEDLES AS THIS MAY RISK TRANSMISSION OF
INFECTIOUS AGENTS.

If any of the parts of your Pen appear broken or damaged, DO NOT USE. Contact Lilly at
XXX-XXX-XXXX or your healthcare professional for a replacement Pen.

IMPORTANT NOTES

Your Healthcare | has prescribed the type of insulin best for you. Any changes in
insulin should be made only under medical supervision.

Always check the label text on the cartridge to make sure it is the correct insulin. The color of
the Pen is not intended to indicate insulin type
Always carry a spare insulin delivery device in case your Pen is lost or damaged.

HumaPen SAWIO is not recommended for the blind or visually impaired without the
assistance of a sighted individual trained to use it.

INSERT THE CARTRIDGE

* HumaPen SAWIO is for use only with Lilly 3 mL Insulin Cartridges. Do not use other
brands of insulin cartridges.

* Read and follow the instructions provided in your Lilly 3 mL Insulin Cartridge Information
for the Patient.

» Before inserting the Insulin Cartridge, check to make sure the cartridge is not cracked or
broken.

» Before each injection, check the cartridge label for the type of insulin, expiration date,
and appearance.

1 Ly and Company
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'‘"annHumaPerl'sAWIO is suitable for use with (BD) Becton, Dickinson and Company Pen
needles. Instruction to Affiliate: Your Affiliate can use local tradename of Becton, Dickinson a

Use a new Needle for each injection. This will help ensure sterility. 1t will also help
nrevent leakage of insulin, keep out air bubbles, and reduce Needle clogs.

The directions regarding Needle handling are not intended to replace local,
jprofession” or institutional policies.

Prime every time. The Pen must be primed to a stream of insulin before each injection
to make sure the Pen is ready to dose.
If you do not prime, you may get too much or too little insulin.

INJECT umapen ~han the number of units left in the

YoTmust PUSH the Injection Button straight down for the dose to be delivered.

Do not attempt to inject your insulin by turning the Dose Knob. You will NOT receive
J"DuMnsuin by turning the Dose Knob. You must PUSH the Injection Button straight in
for the dose to be delivered.

Do not attempt to change the dose while injecting.

You may see a drop of insulin at the needle tip. This is normal and it does not affect the
dose you just received.

| CARE gftgr every use. Do not store the Pen with the Needle attached.

Keep the Pen away from moisture, dust, extreme hot or cold temperatures, and direct
sunlight.
+ Do not store the Pen in a refrigerator. )
Wipe the Pen Cap, Pen Body and case with a damp cloth to clean them.
Do not use alcohol, hydrogen peroxide or bleach on the Pen Body or Dose Window.
Do not cover in liquid or apply lubrication such as oil, as this could damage the Pen.
Refer to the Lilly 3 mL Insulin Cartridge Information for the Patient for compiete insulin
storage instructions.

REPLACEMENT , LN

Your HumaPen SAWIO Pen has been designed to be used for up to 6 years aller

pontact your healthcare professionaltog e U M jra ffe M ~e w HumaPen SAV m rgfl
when your Pen has been used for 6

If you have any questions or problems with your HumaPen SAWIO Pen, call Lilly at
X XXX XXX-~"B[L oryour [healthcare profession” for assistance.

Record the date your Pen was first used here;

ENUHyandCompiny
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frequently asked questions
questions about inserting the cartridge
1 Why doesn’t the Screw move out when there is no cartridge in the Pen?

The Screw may not move out when you push the Injection Button unless there is a cartridge in
the Pen. Once a cartridge is inserted, then the Screw will move out when the Injection Button
is pushed.

2. What should 1do If | can’t attach the Cartridge Holder to the Pen Body?

t  Check that the Lilly 3 mL Insulin Cartridge is correctly inserted into the Cartridge Holder. Then
carefully line up the Cartridge Holder with the Pen Body and twist together until secure.

QUESTIONS ABOUT PRIMING THE PEN
1. Why is it important to prime before every injection?

- Priming helps to ensure that the Pen and Needle are working properly.
- Priming removes air that may collect in the Needle or Insulin Cartridge during normal use.

2. Why can it take several attempts to prime when a new cartridge is inserted?

There may be a gap between the Screw and the Cartridge Plunger. Repeating the priming
steps will move the Screw out to touch the Cartridge Plunger.

3. Why should | prime to a stream and why isn’t the Pen ready for use if 1see a drop of
insulin on the Needle tip?

- You may see a drop of insulin on the tip of the Needle when you first attach it. This only
shows that the Needle is attached and not clogged. You must still prime the Pen to a stream.

- You may also see no stream at all. This may be because the Screw is moving forward to
close a gap between the Screw and the Cartridge Plunger.

- Ifthere is air in the cartridge, the insulin may sputter or drip until all the air is removed.
- Insulin will flow as a stream only when the Pen is properly primed.
- Ifthe Injection Button is hard to push, the Needle may be clogged. Attach a new Needle.

Repeat the priming steps until a stream of insulin is seen. If you are still unable to see a ~ ream
of insulin out of the Needle, do NOT use the Pen. [*ntact Lilly at XXX-XXX-XXXX or*KL
psalthcare professional for assistance of to obtain a iBClacemenC

ENUIlyandComptny
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4. What should I do if | have an air bubble in the cartridge?

Priming your Pen will remove air. Point the Pen up, and tap the cartridge gently with your
finger so any air bubbles can collect near the top. Repeat the priming steps until a stream of
insulin is seen. A small air bubble may remain in the cartridge after completion of the priming
steps. If you have properly primed the Pen, this small air bubble will not affect your insulin
dose

questions about injecting

1. What should | do if | dial a wrong dose (too high or too low)?

Turn the Dose Knob backward or forward to correct the dose before injecting.
2. What should | do if my full dose cannot be dialed?

If your dose is greater than the number of units left in the cartridge, you may either inject the
amount remaining in your current cartridge and then use a new cartridge to complete your
dose, OR inject the full dose with a new cartridge.

For example, if you need 31 units and only 25 units remain in the cartridge you will not be able
to dial past 25. In this instance you will need an additional 6 units

Do not attempt to dial past this point. You may either:
- Inject the partial dose and then inject the remaining dose using a new cartridge.
OR
| - Inject the full dose with a new cartridge.

3. Why is it difficult to push the Injection Button when | try to inject?
- Your Needle may be clogged. Attach a new Needle, and then prime the Pen.

- Pushing the Injection Button down quickly may make the button harder to push. Pushing the
Button more slowly may make it easier.

- Using a larger diameter Needle will make it easier to push the Injection Button during
injection. Ask your F*althcarefMifflilBinallwhich Needle is best for you.

If none ofthe above steps resolves the problem, your Pen may need to be replaced.

Your Injection Button may become harder to push if the inside of your Pen gets dirty with
insulin, food, drink or other materials. Following the CARE AND STORAGE instructions should
prevent this.

If you have any questions or problems with your HumaPen Savvio Pen,
NKX-XxX-xXxx or fow healthcare pgoiilSSteiBM for assistancej
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Push the Cartridge Holder and
Pen Body straight together.

Twist the Cartridge Holder onto
the Pen Body until you feel a click
and it is secure.

If the Screw is out, use the

Twist Cartridge Holder to
Cartridge Plunger to push

detach.
it back.
: 1
); L
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2. ATTACH NEEDLE

Remove the Paper Tab and  Pull off Outer Cap and

discard.

keep it to remove the
Needle after your injection.

Screw Needle straight onto the

Cartridge Holder until secure. Pull off Inner Cap and
discard.
Keep Discard
BNLMyMid Company
fAimacaidleal Calivivly Systama
Company Confidential- Eli Lilly and Company jflni‘;fg?;?‘ng
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3. PRIME THE PEN BEFORE EVERY INJECTION
A new cartridge may need to be primed several times to get a stream of insulin.

Point Pen up. Tap Cartridge o
Holder to collect air at top. Push Injection Button. Look

for a stream of insulin. If no
stream is seen repeat
priming.

OCAUTION: Ifyou do not prime,
you may get too much or too little
Insulin.

The pen is NOT properly primed

X7 ifyou only see a few drops of
insulin.

OCAUTION: If no insulin stream is seen after several attempts,
attach a new Needle, as the one on your Pen may be clogged.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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4. INJECT THE DOSE
Dial your dose. For Insert Needle into skin
example, 8 units is shown using injection technique
in the drawing below. recommended by your

O If you dial too many

units, you can correct the Place your thumb on the

dose by dialing Injection Button and push

backwards. firmly until the Injection
Button stops.

To deliver the full dose,
hold injection Button in for
6 seconds. Remove
Needle from skin.

Note: The Pen will not Note: After removal

allow you to dial more check to make sure you
than the number of units see 0 in the Dose Window
left in the cartridge. to confirm you received

the complete dose.

If you are not sure you
injected your full dose, do
not inject another dose.

"healthcare BiOviderJ

STORE YOUR PEN

Carefully replace the Outer Caf While grasping Cartridge Replace the Pen Cap.
as instructed by your ” Holder, unscrew the
jprofessioriil. capped Needle and
dispose of as directed by
O To prevent air from entering your jhealthcaii®

the cartridge, do not store the
Pen with Needle attached.

r El Lily and Compare
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If you have any questions or problems with your HumaPen SAW IO Pen, contact
Lilly at 1-800-LillyRx (X-xx-xxx-4tOobl) or your iillli(bcare181 M~ 1ona! for assistance.

Manufactured fori
ManufaQthrerl.by'pw- 1e%:,)i legMeiridnist
[Eli Lilly and Compa®ij
iPharrnaceutical Delivery
JLilly Corporate Cente
ills. IN 46285, Ug

ckaged by”
Lilly Pharma Fertigung uni
istribution GmbH & Co. Kl
7 Giessen, Germani

Authorized Representative in the EUj
IfEl/ infoi~”~ion mu"J btrliiuiu(h,ci w) 4/ 1bDoling iisiiutan FU\
[Ell Lilly and Company LtdJ
W Wood Manor, Windlesham” Surreii
ISU20 6PH

(CE mark and authorized representative information is required for all EU language countries)

HumaPen SAWIO meets the current dose accuracy and functional requirements
of ISO 11608-1:2000 with Lilly 3 mL cartridges.

Add trademark information statement 1 OR 2 to the manual per the Trademark and Copyright
Department:

LMS_and_BJ - use ® or ™ after Humalog, IHumulin and HumaPen as follows:

ObTallsHl b m uliri®*. HumaPen® and HumaPen® SAWIO are registered trademarks of Eli Lilly
and Company.

2, Other countries - use * after Humaloa, Humulin and HumaPen as follows:
iBmalfl[HI Kjmuling. HumaPen* and HumaPen* SAWIO are registered trademarks of Eli Lilly
and Company.

Using statement 2 avoids the need to continually change the trademark from ™ to ® as
registrations are granted (and to avoid the need to keep checking the trademark database).

Copyright © 2011,2012 Eli Lilly and Company. All rights reserved.
BKUNyind Company
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Instruction to Affiliate:

1 Core Information: Text, graphics or symbols that must be used exactly as represented, and in
the order represented, in the Core Device Label. The content can not be adjusted without entering the
_e>]<cceptio_n approval process. All information not explicitly noted as Non-core should be considered Core
information.

Llop-Core Information (highlighted in blue): Text, graphics or symbols that affiliates can alter
(but not remove) without corporate approval. This is to allow content to be adjusted to fit local
regulations or needs. Changes to these items do not need to go through the exception approval
process or be documented on the Affiliate Labeling Change and/or Exception Request/Response Form.
Extra instruction may be given in pink italic text which will give parameters on what the concept of the
text, graphics or symbols must be in the local label.

ADocument 'revisioriHiiHSI
If a Ministry of Health approval for the labeling piece IS required:

Use the date of Ministry of Health approval of the labeling piece.

OR

If a Ministry of Health approval for the labeling piece IS NOT required:

\Ise the date of FINAL truth copy approval (defined as the date that the last change is
made to the truth copy by the affiliate before it is sent to the print site for the final time-
including any truth copy corrections)

The date format used should be one that can easily be understood by patients locally. The
date format will not be defined by GoLD.

BKLMyind ConpMiy
nuumtCMlKkal Sytiimi

UlyCoiponkCtfilMr
u

Company Confidential - Eli Lilly and Company bidliMpoli, IN4<25S

fk IA O |

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

Il



/nepeBof C aHrNNIACKOT0 A3blKa Ha PYCCKUiA A3bIk/

30 CIFU28SEP2012 HP SAWIO (MeH-uHbekTop «XymalleH CABBVO»)
HEAJTA NEPECBITKN-
[ns1 pacr,pocTpLU,enLL MeXKAYHaPoAHbIM OTZAENOM M0 pa3paboTKe MHCTPYKLMIA MO NPUMEHEHNIO. VHAMaHanonme

YCTpOICTBO AN BBEAEHUSA MHCYNMHA
«Jmnnn»
(KpacHbilii
BBEAEHWE WpngT)

6F ™I ® “ “ “onb3oBa»,». 0, MNO3BOMAET

MHCTMHON L I T WMHOYNMHA, NPOU3BOA0rBa KomnaHum <LLnnav» 0 nenonb3oBalleM KapTpuaxa C
WHCYMHOM 06bemMOM 3 M/, MPOM3BOAMMbIX KOMMaHuen «/lunnu» (100 ME/mn). LLar Ha6opa cocTaBn” 1

E”. LW ononHWT AbHaa UHpopMaLus o neH-uHbekTopax «XymalleH CABBUNO» ~ ------------
7 «.XxXXL (,gnrnanynnyka,n, B nagse MecLUnoao

Mepen npumeHeHnem [MMeH-nHBEKTOpPa «XymalleH® CABBUMO» Heo6Xxo4uMO MOMHOCTLIO MPOYUTATh JaHHOe

r“ _ -

= 0N “=T okl =:~oTl ,
3NWNEBNHUN HE NEPEQABAVTE
Jifi CNEAYET WCIMOJ/Ib3OBATb [leH-MHBEKTOP MNpY HaIMYMM  HEUCMPABHOCTEA WM MOBPEXAEHWI

On,°5~TH"«f °m""mre XXX-XXX-XXXX nn6o K nemaptemy BpaHy

BAXHbIE YKA3AHNA
KOTOpbIli Hambonee noxogut Bam gna neyeHus. J1iobble M3MEHEHWS
WHCYNMHOTEepanumn cnegyeT NpoBOAUTL TOMLKO NO4 MeAULMHCKUM HabnogeHneM
ybeauTbes, 4To Bbl ncnonbayete HEOOXOAMMBIA TUM UHCYNMHA, KKAbIA pa3 NpoBepsaiTe 4To
MeH-UHBEKIOpaA He ABNAETCA Kpus~puem obo3HaveHuat .T un "

rp'r"B,fBa:l""ne™ k1" N "-p "
Mcnonb3osaHue MNeH-UHbekTopa «XymalleH® CABBWO» He pekOMeHA0BaHO CfENbIM MauueHTaM a Takxke

YCTAHOBKA KAPTPUAXXA

m B npeAHasHaueH Ans ,,CHOMb30BaHH, TOMLKO € UHCY/IMHOM
B KapTpumkax 06bemMom 3 Mn ngomsso,quBa KOMNaHun «Jlunnn». He cnedyeT MCMonb3oBaTb
KapTPUIXKM C MHCYTMHOM pYTUX KOMMaHWM. -NefyeT WCMo/b30BaTh
LLo6xoAMMO NpounTaTh U Clef0BaTb MHCTPYKLUMAM, YKa3aHHbIM B MHAOpMaLuW Ans nauueHTa K
1rapTpumKam ¢ MHCYIMHOM 06beMOM 3 M/ MPOM3BOACTBA KOMMAHWK «JTunnm»

Kaxablii pa3 nepef BBEAEHWEM WHCYMHA HEOBXOAMMO MPOBEPATH TUM UHCY/MHA W AaTy UCTEYEHUS
CpOKa rOAHOCTU, KOTOPbIE YKa3aHbl Ha 3TUKETKE, a TakKe BHe1uii Bug KapTpuaxa.

KoH(BAeHUMaNbHAA NHOPMaLna - «3aun Junnu aHg KomnaHus»

InoZcl 3HAKOMNaHW» ¢ PapmacbioTukan Oenvsepu Cuetew * Jiunnm Kopnopeit LieHnep ¢ HanaHanonuc. MisgnaHa46285 ¢ CLUA
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/CIFU28SEP2012 HP SAW IO (MeH-uHbekTOop «XyMmalleH CABBUO»)
HEANTA NEPECBIIKUA -
[na pacnpocTpaHeHns Me>XKayHapoaHbIM 0T AeN0M M0 pa3paboTKe MHCTPYKLWIA NO NpuMeHeHWto, ViHaraHanonmc

1INCOEAVHEHWE UT Nbl

MeH-nHbekTOp «XymalleH® CABBWO» MOXHO MCNOMb30BaTb C MUriamMy MpPOU3BOACTBA KOMMAHUU
«BeKToH AUKNHCOH 3HA KomnaHuu» (BD).
[na Kaxpoh WHbeKUMW CcnefyeT WCMOMb30BaTb HOBYK Wray. IOTO HeoOXoAMMO [ANnf CcobnaeHus
CTepUAbHOCTW. KpoMe TOro, 3TO MPenAaTCTBYeT NMOATEKAHUIO UHCY/IMHA, MOMNafaHnio Ny3bipbKOB BO3AyXa U
CHW)XaeT BEPOATHOCTb 3aKYMOPUBaHUA UTbI.
YKa3aHUs OTHOCUTENbHO WCMOMb30BaHWUA WM He 3aMeHAKT MeCTHble HOPMbl, a TaKXe npasua,
YCTaHOBJIEHHbIE BPaYOM WU MEAULIMHCKUM YUyepexneHnem.

MPOBEPKA MOCTYTMNEHUA MHCYJTNHA B NEH-MHBEKTOP

« Kaxpgbll pa3 nepes wcnonb3oBaHMeM Heob6xoaMmo npoBepuTb [leH-uHbekTop. [epen Kaxnoi
MHbEKLMel cnefyeT HagaBUTb Ha KHOMKY BBeLEHWS [03bl A0 MOABAEHWUA CTPYWKW MHCYNUHA 4TOObI
ybeanTbes, 4To MeH-UHBEKTOP FOTOB K MPUMEHEHMIO.

m e+ [lpn HecobnwAeHWM [AHHOIO YKa3aHWs BBOAMMAS [03a MOXeT ObiTb CAWWKOM 60MbLWON MK
Hef0CTaTOYHOMN.

BBEAEHWE O03bI
MeH-nHbeKTOp «XymalleH® CABBWO» He Mo3BOAUT BBeCTM 0OO0MblUee KOMMYECTBO eAUHWUL, 4YeM
0CTaIoCh B KapTpuLxXe.

* [ina BBeAEHNA [03bl HEOOXOAVMO MPOCTO HAXATb Ha KHOMKY BBEAEHWSA [03bl.

* He cnesyet nbiTaTbCA BBECTU WHCY/IMH, NMOBOpayMBas KHOMKY BBefeHWUS [03bl. Bbl He cMoxete
BBECTW LLCYNWNH, MOBOpPaYMBas KHOMKY BBefeHWs [03bl. [19 BBefeHWA J03bl HEOOXOAMMO MPOCTO
HAXATD Ha KHONKY BBeAeHus.

* He cnepyeT MeHATb J03Y B MOMEHT BBEIeHUA MHCY/IMHA.

* Tlocne BBefEHUA WHCY/NMHA Bbl MOXeTe YBUAETb KaresbKy MWHCY/IMHA Ha KOHUe WUrnbl. 3T0
HOPMAa/IbHO U HMUKAKMM 06pa3oM He BUSET Ha f03Y, KOTOpPYO Bbl BBE/N.

yXo4 N XPAHEHUE

* T[locre Kaxgoro WCrosib30BaHWSA HEOoOXOAWMO yhanuTb uray. He cnepyeT XpaHWTb [eH-WHBEKTOp C
MPUKPENIIEHHON K HEW WUTNOMN.

CnepyeT u3beratb nonajaHua Bnarv, nbliv, BO3AENCTBMA OYEHb BbICOKMX WM HU3KMX TeMnepartyp, a
TakKXe NpsMOoro Co/IHEYHOro CBeTa.

* HecnegyeT xpaHuTb MNMeH-NHBLEKTOP B XONOAUBLHUKE.

e [lnA 04MCTKM NPOTMPATb KOAMNAYOK U cam MNMeH-MHBEKTOP BAaXXHOW TKaHbH.

* He cnepyeT ncnonb3osatb CAUPT, Nepeknch BOAOPOAa Unn 0T6ennBateNb A8 OUMLLEHWNS KOPMyca U OKHa
NHAMKaTopa L03bl.

* He onyckatb B>XWAKOCTU W HE UCMO/b30BaTh TaKMe CMa30YHble CPeACTBA, KakK Macno, Tak Kak 370 MOXeT
noBpeanTb MNeH-nHbEKTOP.

* [MonHas wHOpMauMs OTHOCUTENbHO YCMOBUIA XPaHEHWS WHCYNMHA YKasaHa B WHCTpyKumm Mo
MeULNHCKOMY MPUMEHEHUIO UHCY/INHA.

3AMEHA

MeH-nHbekTOp «XymalleH® CABBWO» M0OXXHO MCMO/b30BaTh B TeYeHWe 6 NeT rnoc/e Nepsoro npuMeHeHus.
Mocne Toro, KaK UCTeYeT CPOK UCMOMb30BaHMA 6 NeT, He06XoAMMO 06paTUTLCA K Bpayvy AN Ha3Ha4YeHWs HOBOTrO
MeH-nHbvekTopa «XymalleH® CABBWO».

Mpy BO3HWKHOBEHWW BOMPOCOB WKW MNpPO6MAEM, CBA3aHHLIX C WCMNOMb30BaHWEM [leH-uHbekTopa «XymalleH®
CABBWO», cnefyeT 06patuTbCAd B KOMNAHUKO «Jlunau» no TenedoHy X-XXX-XXX-XXXX nn6o K cBoemy
Nnevalemy spadvy.

I Cnesyet 3anucatb AaTy MepBOro UCnosnb3oBaHna NeH-MHbEKTOpA:

JOEHb MECAL, rog

CoHmaeHUmanbHaa nHopmaumnsa —«3Anu Jinnnm aHg KomnaHm»

mlglnaMn/ </<3m4 JNunnm aHg KomnaHu» * dapmacbioTHKas Jenveepn Cuctems ¢ Jiunnun Kopnopeidt Lietep ¢ NHanaHanonme WHawaHa 46285 * CLUA
«l'lognnce,
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jAOCIFU28SEP2012 HP SAW 0 (IMeH-nHbeKTop «XyMmalleH CABBYIO»)
HEO1A NMEPECBLINIKW-
[nst pacnpocTpaHeH!s MeXKayHapoaHbIM 0T /e0M Mo paspaboTKe MHCTPYKLWIA Mo NpuMeHeHnto. VHAuaHanonme

HACTO  SANABAEMBIE  pompochl OTHOCUTENBHO  YCTAHOBKM
KAPTPUIKA
b MoueMy Npy 0TCYTCTBMU KapTpuaka B MNeH-MHBEeKTOPEe He BblABUTraeTCs NopLIeHb?
BBe,quMﬂ lE||03b| BUHT MOXXET He BblABUTraTbCA, ecnm B I'IeH-I/IHbeeTOpe OTcyTCTByeT
Mocne yCTaHOBKVl KaprVl,q)Ka ﬂpl/l HaXXaTnn Ha KHOﬂKy BBEEHNA A03bl BUHT BblABUTaETCA

fJabekToNp??” N NPUCORAVHUTL [ep)KaTeNb KapTpumka K Kopnycy [leH-

KapTpuaX C WHCYNMHOM 06beMOM 3 M/ NMPOM3BOACTBA KOMMaHWUW «JTUAN» MPaBUIbHO

S KapTpuaxa. locne aToro akKypaTHO yCTaHOBUTe fep)KaTenb KapTpupxa B kopnyc
I/II'IeH WHBEKTOPA M NMPUKPYTUTE A0 PUKCaLnu. A A

BOMPOCBHLI OTHOCUTENIBHO NMPOBEPKW NMEH-MHBEKTOPA
Ann!r NPOBePSATb NOCTYMN/IEHNE NHCYMHA B MMeH-MHBEKTOP Mepef KaxKaoi NHbeKLMER?
- lMpoBepka rapaHTMpyeT KOPPEKTHYIO paboTy MNeH-UHBbEKTOPA U UTb.
- [poBepka Mo3BONAET yAaNUTb My3bIpbKW BO3AYXa, KOTOPblE MOTYT CKam/vMBaTbCA B UIME WAN KapTpuixe c
WMHCY/IMHOM BO BpeMs MCMO/b30BaHNA. K*»P®umke ¢

YCTaHOBKE HOBOIo KapTpugXa MOXeT I'IOTp66OBaTbCFI HECKOJ/IbKO pa3 NpoBEPUTb MeH-

pemMy” BUHT(X W MOPLIHEM MOXET 0CTaBaTbCs HEKOTOPOE paccTosiHMe. MOBTOPEHME BCEX 3TanoB MOOBEOKM
Cnoco6cTBYeT' bPoABUKEHNIO BUHTA 0 KOHTAKTA C MOPLUHEM KapTpuaxa MPOBEPKM

3. 3auem criegyeT nNpoBepATb [1eH-MHBLEKTOP Ha MOSABAEHWE CTPYWMKM WHCYNMHa u nodvemy [leH-
"B MOX/ATH®™ NPUMEHEHWIO, EC/IN Ha KOHLE UT/bl Y)XKe BUAHA Kanas MHCYMHA?
L KanefibKy WHCY/NMHA Ha KOHUE WrAbl NpW MepBOM MpucoeiuHeHun 3T0

° ™ npucoeauHeHa 1 He 3aKyrnopeHa. Tem He MeHee, BCe paBHO crefyeT
NpoBeCcTV NpoBepKy MNeH-nHbeKTOpa 1 y6eanTbLCA B NOABAEHUW CTPYIKM MHCYNUHA

BUHT npenapaTta. 3ro MOXeT CBUAETENbCTBOBATL O TOM, YTO

BUHT NpoABuraeTca snepen K NOPLUHK KapTpuaxa.
|_|pl/l Hann4ynmn Bo3ayxa B KapTpup)xe NHCYTIUH MOXET 6pr3FaTb nnn Kanatb A0 NOSIHOTO yAaneHna Bo3ayxXa
- Tonbko nocne TmaTeanoﬁ noAroToBKM 1 NPOBEPKKU HEH-MH'beKTOpa MHCY/NTMH HaYMHaeT BTeEKaTb

I'leCKOBaFI KHOMKa TYro HaXWMaeTcsi, 9TO MOXET CBWAETENbeTBOBATb O 3aKgno KEe WIbl
CnepayeT NpUCOEAUHUTL HOBYHO UFNY. uvpnc W nbl.

MoBTOpUTE BCe 3Tanb! NPOBEPKN NOCTYNAEHUA WHCYNUHA B [MeH-UHBLEKTOP 4O NOSABNEHWUSA CTPYIKM MHCYNUHA
B cn”ae, ecnu cTpyiika MHCYNMHA Tak U He noseunack, HE CNEAYET UCIMOJ/Ib3OBATbD MeH-nHbeKTOP
Heob6xogumo o6paTtbca B KOMMAHUIO «JTunnm» no tefie@oHy XXX-XXX-XXXX nnéo K neqamemy Bpaqy
3a NOMOLLbIO UKW A1 3aMEHbI LWINPUL-PYYKMN.

KoHpuaeHuansHas nHopmaums - «3nu lunnm aHg KomnaHm»

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



130 CIFU28SEP2012 HP SAW IO (MeH-uHbekTop «XymalleH CABBMO»)
MEATA NEPECBITIKA -
[ns1 pacnpocTpaHeHUs MeXKAyHapoAHbIM OTAENOM 110 paspaboTKe MHCTPYKLMIA N0 NpUMeHeH0, VIHanaHanonme

4.YT0 cnefyeT AeNiaTb NPU HaMMUYMKM Ny3blpbKa BO3AyXa B KapTpuaKe?

MpoBepka MOCTYM/EHUS WHCYNMHA B [MeH-MHBEKTOP CMOCOGCTBYET yganeHUo Bo3dyxa. [MoBepHute [leH-
VHBEKTOP B BEPTUKANLHOM HArNpaB/eHUW UI/OK BBEPX M aKKypPaTHO MOCTY4MTe MasibLeM MO KapTpumky Ans
CMeLLEHUsI My3bIpbKOB BO3AyXa B BEPXHIOK YacTb. MOBTOPMTE BCE 3Tarbl MPOBEPKM MOCTYM/IEHUS WHCY/IMHA B
MeH-MHLEKTOP [0 MNOSIBNEHWUS CTPYKW WMHCYnMHA. HeGonbluve My3bipbKU BO34yXa MOTFYT OCTaBaThCs B
KapTpuipke MOCNe 3aBEpLUEHWs BCEX I3TaroB MpoBepku. Ecnn Bce 3Tanbl NPOBEPKM GblfiM  MPOBEEHDI
MPaBULHO, 3TV HEGOMbLLME NMy3bIPbKM HUKAK He MOBAMSIOT HAa BBEAEHWE W YCTAHOBKY [103bl VHCYMHA.

BOMPOCbLI OTHOCWUTEJIbHO NMPOBEAEHNA NHBEKLU NN
1. YTo cnepyet genatb npu Habope HENPaBUIbHOW L03bl (CAUWKOM 60/bLIOKH UAW HELOCTATOUHOM)?
lMoBepHUTE KHOMKY BBEAEHWS [03bl Bhepes WM Has3ag ANS TOro, 4ToObl CKOPPEeKTUpoBaTb [03Y nepep
NMPOBEAEHNEM UHBEKLUN.
2. Uto cnefyet fenaTb, eCN HeNb3s HabpaTb MOMHYHO f03Y?
Ecnn Heobxoavmas fo3a NpesblllaeT KOMMYECTBO eAUHUL, MHCY/IMHA, OCTABLLEroCcs B KapTPULXKE, MOXHO NN60
BBECTV KONMYECTBO WMHCYNMHA M3 AaHHOIO KapTpuiXa W 3aTeM WCMONb30BaTb HOBbIA KapTpuUK W BBECTM
OCTaBLUeecs KOMMYecTBO eANHNML, 4O NOHON fo3bl, JIPLIEO BBECTU MOMHYHO f03Y, UCMO/b3YS HOBbLIA KapTPULXK.
Hanpumep, ecnn Bam Heobxogmumo BBecTu 31 ef. MHCY/IMHA, a B KapTpugpke octanocb 25 eanHuy, Bbl He
CMOXeTe BBeCcTM 60nbLie 25 en. B gaHHOM cnyvae Bam noTtpebyetcsi BBecTu ewe 6 eg.
He cnefyert nbiTatbCs HabUpaTtb eLle UHCY/IMH MOC/e BBEAEHNA JAHHOTO KOMMYeCTBa eAnHUL,. Bbl moxeTe:
- JlInbo BBECTM YACTWYHYIO [O3Y, @ 3aTeM BBECTM OCTaBLUYKOCA YaCTb, WCMONb3YS HOBbII
KapTpumK, nnbo
- BBecTu NofHyto f03Yy, NCNO/b3Ys HOBbIV KapTpUaX.
3. Moyemy npu NONbITKe BBeAEHWUA A03bl MYCKOBAA KHOMKA MOXET TYro HaXXuMMaTbca?
- OT0 MOXeT CBWAETENbCTBOBATL O 3aKyrnopke uribl. CnefyeT yCTaHOBUTL HOBYIO UT/ly W NPOBECTU MPOBEPKY
MOCTYM/NEHNS UHCYNMHA B MMeH-UHBEKTOP.
- Ecnm 6bICTPO HaXXMMaTb Ha KHOMKY BBEAEHUSA [03bl, TO HAXaTUe MOXET BObITb 3aTpyAHeHO. bonee mefneHHoe
Ha)XkaTne 06/1eryaeT HaxuM.
- Wcnonb3oBaHve urn ¢ 60MblWIMM AMamMeTpPOM 06feryaeT HaxaTue Ha KHOMKY BBeAeHUA [03bl Npu
npoBejeHUn MHbeKUMK. CrneayeT 06paTMTbCA K CBOEMY fevallleMy Bpady Ans nogbopa Hambonee nogxoasiuiei
Urnbl.
Ecnn nocne npoBefeHWs BCeX BbllLeyKa3aHHbIX 3TanoB npobnema He GyAeT pelleHa, BO3MOXHO, noTpebyetcs
3ameHnTb MeH-nHBLEKTOP.
lMyckoBasi KHOMKa TakXXe MOXeT TYro HaXumaTbCA Npu 3arpA3HeHUUN TMeH-UHBEKTOpPA W3HYTPU WHCYIUHOM,
NPOLYKTaMU MNWUTAHWSA, HanNWTKamy WAu ApyruMy BewlecTBamu. [ns npefoTBpaLleHus 3TOr0 Heo6XoaMmo
pykoBoAcTBOBaThCA pasgenom «¥Y X0 N XPAHEHUE».
lMpn BO3HUKHOBEHWW BOMPOCOB WAM NpobGneM, CBA3AHHBLIX C WCMNOJIb30BaHWEM [leH-MHBbeKTOpa
«XymalleH® CABBWO» cnefyeT 06patuTbCs 3a NOMOLWbI B KOMMOAHUK «JTUNAU» MO TeNeoHy XXX-
XXX-XXXX UMM K CBOEMY Jfieyallemy spayy.

CMHDUaeHUMansHaa NHpopMauus - «3nm Jinnnm aHg KomnaHm»

«3nm Junnm aHg KomnaHu» ¢ dapmacbioTukan flenmsepn Cuctems * iunam Kopnopeit LieHtep * VHanaHanonue, VHanaHa 46285 * CLUA
Xsanucs/
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J,CIFU28SEP2012 HP SAVVIO (MeH-uHbekTop «XyMmalleH CABBMO»)
HE AN A NEPECBINTKA -
[ns pacnpocTpaHeHus MeXKayHapoaHbIM 0T AeN0oM Mo paspaboTKe MHCTPYKLMIA Mo NpuMeHeHnto, ViHaaHanonmc

HEOBXOAVMO YBEAUTLCHA B HANNUYNU BCEX YUACTEW NEH-MHBEKTOPA.
0" MALNA MEH-MHBEKTOPA (npofaeTcst 0TAENbHO).
HICTMNMEH-MHBEKTOPA «XYMATEH® CABBIO».

KapTpuak
c
VIHCY/IMHOM
3mn
virna [lepxaTtens (npopaeTcs Mopuwers OkHO Perynstop
KapTpumka — OTaenbHo)  KaPTPUMKa o A0sbl A03MPOBKK

d Boe T1

KHorka

3awuTtHasa Konnayok
Hakneika MeH-uHbekTopa Kopnyc lNeH-nHbekTopa BBEeeHns
[03bl
Y6enuTech, 4To Bbl NpoBEPUIN KAPTPULXK C UHCY/IMHOM B OTHOLLEHWN:
* Twvna vHCynuHa,
e [laTbl OKOHYaHWA CpPOKa rofHOCTH,
e BHewHero Bnga,
e Hanmuus TpewmH nam noBpeXxaeHunia.
1. YCTAHOBKA KAPTPUNOXKA
CHumite  Konnadok ¢ [ex- BcTaBbTe KapTpUMK C UHCYNMHOM c HaXKUMOM coeauHuTe
['MHbEKTOpa 1 OT/IOKWTE €ro. 06beMOM 3 M1 MPOM3BOACTBA Jepxatenb Kaptpumpka n lMeH-
KOMMaHUn «Jinnnu» TOHKM NHBEKTOP. |_|pVIprTVITe
KOHLIOM B fiep>xate/ib KapTpupka. Jepxatenb KapTpumpKa K MeH-
WHbEKTOPY A0  (mkcaumu
LLiTKpyTUTE [iepyKaTenb £05 (lenyok).

pcapTpupa. Ecnn BWHT BbICTYNaeT, HaxKaTueM
Ha HEro C MOMOLLBIO MOPLLHS
KapTpuhka OTTO/KHWTE ero Hasap,

[l w

I KoHugeHumanbHas nHgopmauuns —«3Inum Sinnnu sHg KomnaHus

.(/HJTamn/ </<3n|/| Junnn sHg KomnaHu» ¢ dapmacblotvkan fenveepn Cuctems « Jiunnn Kopnopeitt Lientep * MnanaHanonuc MHanaHa <(6285 ¢ CLLIA
oAnmch

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



|IFU28SEP2012 HP SAVVIO (MeH-uHbekTop «XyMmallen CABBUO»)

HEANATMEPECBLIIKU -

[ns pacnpocTpaHeHus MeXKayHapoHbIM 0T AeNoM Mo pa3patoTKe MHCTPYKUMIA Mo NpuMeHeHno, ViHauaHanonme

KO ang MYTHbIX
fpOPOB (CYCMEH3WNI)
YIHA

nokataite  [MeH-UHbLEKTOP
~nagoHamm 10 pas.

|epHuTe TMEH-MHBLEKTOP BBEPX-BHU3
WHCYMH [I0/KEH WMETb BUf
OfIHOIA CMECH.

III(' n

X107

2. YCTAHOBKA UMbl
Ypanute  3aWMTHYIO  Hakneliky U
BbIGpOCKTE €e.

HakpyTuTe Wray HemocpefcTBEHHO Ha
JepXaTenb KapTpumxa Ao ukcauum.

C

KoHthmaeHumanbHasa nHhopmMaums - «3nm Jinnnm aHg KomnaHm»
JwTamn/ «3am Niunnm aHg Komnanu» « ®apmacbiotukan denmsepn Cuctems * Jlunnun Kopnopcitt LieHTep * MHanananonuc, NHanaHa 46285 * CLLIA

Inognuce/

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

CHumMmnTE BHELLHWIA
COXpaHWUTe ero  Ans

UHBEKLWN.
CHAMUTE  BHELLHWiA
BblOpOCUTE €ro.

KOMnavokK

"

MOC/Ie/yHOLLIErO
OTCOEAVHEHVS UIMbl TOCNE MPOBEAEHMS

KONnavok

n



\0 CIFU28SEP2012 HP SAVVIO (MeH-nHbekTOp «XyMmalleH CABBMO»)

HEOJTA MEPECBLINKW-

[ns pacnpocTpaHeH!s Me>KAyHapOAHbIM 0T/AEN0M Mo paspaboTKe MHCTPYKUMIA MO NpUMeHeHWo, ViHanaHanonuc

3. MEPEQ KAXAOW MHBEKUMEW CNEAYET NPOBEPUTb MOCTYM/IEHVUE NHCY/IIHA B

MEH-MHBEKTOP

HoBbIii KapTpUAK MHOTAa TPeGyeT NPOBeAEHNS HECKONbKX NPOBEPOK A/ MOMYYEHNUS CTPYIKM UHCYIUHA.

*YCTaHOBUTE 2 eAVHNLbI.

MNepeBepHuTe [NeH-uHbEKTOP B
BEPTUKA/IbHOM MO/IOXKEHUN WO BBEPX.
MocTyunte naibleM MO KapTPUDKY,
yTo6bI BO3A4YyX COOpanca B BEPXHEN YacTu
KapTpuopka.

Haxmnte Ha KHOMKY BBeAeHWs A[03bl WU
0OXAUTECh CTPYWKM MHCynuHa. Ecnun cTpyiika
npenaparta He NoaABndeTca, cneayet NOBTOPUTb
npowecc NpoBepKu.

MPEOYTIPEXXKOAEHWE: Ecnm  Bbl  He
nposoauTe NpoBepKy NocTynneHns
WNHCYNNHA, BBOAMMAA 033 MOXET ObITb Wn
CNNLLIKOM 6ONbLUOK NN HeJOCTaTOUHON.

B ToM cnyyae, ecnm Ha KOHLE Wbl BUAHO
TO/IbKO HECKO/IbKO Karnefb WMHCYNuHa, MeH-
MHBEKTOP He CYMTaeTCa JO/DKHLIM 06pasoM
NPOBEPEHHbIM 1 MOArOTOB/IEHHbIM.

MPEAYMPEXAEHWE: Ecnv nocnie HECKO/IbKMX MOMbITOK CTPyiiKa WHCYMHA TakK U He MNOSBUNACh,
cnefyeT yCTaHOBUTb HOBYH UTNY, TaK Kak UCNOJb3yeMas Uria MoXeT 6bITb 3aKYNOPeHHOIA.

(KoHuaeHumansHaa nHgopMaumsa - «dnam Jinnnum avg KomnaHu»
|/wTamn/ (Onn Nunnmn ana Komnanw» ¢ (BapmacbktoTvkan denvsepn Cuctema * Jinnnu KopnopeiT LieHTep ¢ WHanaHanonuc, MHavana 46285 “ CLUA

[~noanmes/

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



10 CIFU28SEP2012 HP SAVVIO (MeH-uHbeKTOp «XymalleH CABBMO»)

[na pacnpocTpaHeHUs MeXKayHapoAHbIM 0T Ae/IoM Mo pa3pa60TKe VIHCprKLI.VIVI no npMMeHeHuo, HamaHanonmc

4. BBEAEHWE 003bI
CTaHOBWUTE  Heobxogumywo  Bam
03y. Hanpvmep, Ha pucyHKe Huxe
oKasaHo 8 ef,.
enm Bbl  yCTaHOBUTE  C/IMLLIKOM
(onbwyro  posy, Bbl MoxeTe
KOpPPEKTUpOBaTb  €e,  MOBEPHYB
CHONMKY BBefeHVs [03bl B 06paTHOM
HanpasneHun.

MpumeyaHue: lMpu nomowm [leH-
blbekTopa Henb3s HabpaTb A[03y
60/1bLLYIO, yem 0cTanochb B
NCMOoMb3yemMOM KapTpuaxe.

HE 1A NMEPECBIIKA -

Beeaute  urny nog  KOXy B
COOTBETCTBMM C pPEKOMEHAALMAMMU
Bawero spaua.

MomecTnte 6GOMbLIOKA Masney Ha
KHOMKY BBeLeHus [103bl n
HaXkKnMainTe 4o ynopa.

[na  BBegeHWs  MOAHOW  fO3bl
yaepXuBaiiTe KHOMKY B TeyeHue
5 cek. Ypanute urny u3 Koxwu.
MpumeyvaHue: Tlocne ypaneHus B
OKHe [03bl nosiBMCA 0,
o3HavalwWwmii, 4to Bbl NOAHOCTHIO
Beenn Bawy po3y. Ecnv Bbl He
YBEPEHbI B TOM, YTO BBE/IN BCHO O3Y,
He cnefyeT MOBTOPATb WMHBEKLMIO.
O6paTtuTech B KOMMNaHuto
«JTUNNN» N0 TeneoHy XXX-XXX-
XXX unm K Bawemy nevawemy

Bpauy.

5. XPAHEHWE MEH-MHBEKTOPA

AKKypaTHO  HafieHbTe  BHELUHWIA
KONMa4yoKk B COOTBETCTBUM  C
MHCTPYKUMAMM Bawero nevauiero
Bpaya.

Bo n3bexaHve nonafaHvs Bo3gyxa B
KapTpumiK  He  xpaHuTe  [leH-
WHBLEKTOP C YCTAHOB/IEHHOW WIONA.

hH+H

Kpenko  yaepuBasa  fepXartenb
KapTpuka, OTKpyTUTE uUrny u
YTUAN3NPYiTE ee B COOTBETCTBUU C
yKasaHuamn Baluero spaua.

KoHpugeHunanbHaa nHpopMauus - «3aum Jiunnum aHg KomnaHu»

/wrtamn/ «3nmn Nunnmn aHg Komnauu» ¢ ®apmacsioTvkan Jenvsepn Cuctems ¢ Jiunnm Kopnopeit LieHTep  MHanaHanonuc, MiHanaHa 46285 * CLLA

Inognuce/
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LOCIFU28SEP2012 HP SAW IO (MeH-nHbekTop «XyMmalleH CABBMO»)
HE ANA NEPECBINIKU-

NS pacnpoCTpaHeHst Me>KAyHapOoAHbIM 0T Ae0M Mo pa3paboTKe UHCTPYKLMIA Mo NpUMEHeHo, VIHanaHanonuc

1p|/| BO3HMKHOBEHNWN BOMPOCOB WA npo6neM, CBA3aHHbIX C WCMNOJ/Ib30BaHWeEM neH-MH'bEKTOpa

<XymalleH® CABBWO», cnefyet 06paTnTbCs 3a NOMOLLbIO B KOMMaHUIO «J/1nann» no TenedoHy
Ixx-xxx-xxxx W1 K CBOEMY /levalleMy Bpayy.
MpownssegeHo gna: (MM NPoM3BeAEeHO B COOTBETCTBUMN C MECTHbIMM TPe6OBaHUAMM)
«3nun Nnnnu 3vg KomnaHu», ®apmacbiotnkan fennsepu Cucrtems
Jinnnn KopnopeiT LieHTep
NHugnananonuc, HgnaHa 4628S

* CLWA
(Eli Lilly and Company Pharmaceutical Delivery Systems Lilly Corporate Center Indianapolis, IN 46285,
USA)

AYnakoBaHo: «J/lnnnu ®apma PepTuryHr yHa AuctpubstoweH MmoX n Ko.», KG 35387 MicceH, MepmaHus
(Lilly Pharma Fertigung und Distribution GmbH & Co. KG 35387 Giessen, Germany)
YNonHOMOYeHHbI npegcTaBuTens B EC:

(vHpopmauua gns EC fon>kHa 6bITh BKNHOYEHA BO BCe MHCTPYKLMKN Ha A3bike EC)

«9nn Nnnnn sHg Komnauwm J1T4.», 3pn Byg MaliHop, YuHanwsam, Cyppeii, GU206PH, CoefmHeHHoe
KoponescTBo BenmkobputaHum n CesepHoii Vipnangmm

(Eli Lilly and Company Ltd. Erl Wood Manor, Windlesham, Surrey GU206PH UK)
CEO03

44

leH-nHbekTOp «XymalleH CABBWO» cOOTBETCTBYET MOCNeAHUM TpeboBaHWAM K TOYHOCTU [O3MPOBAHUSA ”
{(yHKumoHupoBaHusa 1SO 11608-1:2000 npy MCMOMb30BAHUU C KapTpuapkamy 06bemMOM 3 M/ MPOM3BOACTBA

|[oMnaHun «nunnm.
Jo6asnTb MH(OpMaymo 0 TOoproeoit mapke — 1. NJIN 2. K MHCTPYKUMM B COOTBETCTBNM C TpeboBaHMAMM

AT pena no TOProBbIM Mapkam ¥ aBTOPCKUM Npasam:
1 CWLIA wnn EC —cnegyeT ucnonb3oBaTb CUMBOAbI ® uay ™ nocne Has3BaHUl «Xymanor», «XyMynuH» u

AymalleH» cnegytowmm obpasom:

AXymanor®», «XymynmH®», «XymalleH®» u
OpProBbIMU MapKamun KoMnaHum «3au iunnu aHg Komnanu».
.Apyrue cTpaHbl - cnegyet UCNOMb30BaTb CUMBO/M  MOCAE Ha3BaHWi «Xymanor», «XymynuH» u «XymalleH»

negyoLwymM o6pasom:
Aymanor*»,  «XymynuH*», «XymalleH*» un «XymalleH* CABBWO» gBsndwTCA

PProebiMy Mapkamu KoMnaHuu «3nu Siunnum aHg KomnaHus.
Vicnonb3oBaHre 2-ro NONo>MKEeHWUS No3sonsaeT U3beXkaTb He0O6XOAMMOCTU NMOCTOAHHO MEHATDL CUMBOJ Ha ®

poc/ie NPOXOXAEHMS perncTpauun (a Takke Heo6X0AMMOCTU MOCTOSHHO MPOBEPKM 6asbl AaHHbLIX C TOPFrOBbIMM

«Xymallen® CABBWO» aBnaoTCa 3apeructpmpoBaHHbIMU

3aperncTpMpoBaHHbLIMM

«apkamm).
AsTOpckoe npaso © 2011, 2012 «3aun Jinnnw sHg KomnaHu». Bee npasa 3alyuiLLieHbl.

AHhugeHunanbHaa nHopmauusa - «3nm Slmnnm aHg Komnavu»
[ «3nm Nunnm ang Komnauu» * dapmacbioTukan fenusepu Cuctems * Jiunnm Kopnopeit LieHTep  MHanaHanonuc, Minanana 46285 * CLUA

BLUwuck/
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10 CIFU28SEP2012 HP SAVVIO (MeH-nHbeKTOp «XyMalleH CABBMO»)
HEANA MEPECLIJIKA -
[N pacnpocTpaHeHNs MeXKAyHapoAHbIM 0T Ae0M Mo pa3paboTKe MHCTPYKLMA N0 NpuMeHeHnto, ViHauaHanonme

«Jlunnn» (KpacHblii TEKCT)

r]

{ KoHdhmaeHunansHas nHopmaums - «3nm Jinnnm aHg KomnaHm» 10
/wtamn/ «3an innnm ana Komnauu» * dapmacbiotrkan envsepu Cuctems * Jiunnn Kopnopeit Lientep * Muanananonuc, NHavnana 46285 ¢ CLUA
; Inognuck/

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



3.0 CIFU28SEP2012 HP SAVVIO (MeH-nHbekTop «Xymalles CABBMO»)
HE A1 MEPECBINIKMN-
ﬂ,l’lﬂ pPacnpocTpPaHeHNA MeXXayHapoaHbIM OT A€N0M Mo pa3pa60TKe VIHCprKLI,I/II\/'I M0 NPUMEHEHNIO. |/|H,EI,I/IaHaI'IO]'IVIC

WHCT pyKLun Ans adpnampoBaHHO KOMNaHum:

MHopMauns; TeKCT, rpajmyeck/ie U300paxeHUss W CYMBO/bI, KOTOpble crieayeT
VCro/b30BaTb TOYHO B COOTBETCTBUM C MPELCTaB/IeHHOM MH(opMaLmeli 1 B NpeLcTaB/IeHHOM Mopsiake B
Tmzz" zs™"™" . (mketka). CopgepxaHT HeMb3H HOPPEKTHPONTL 6e3
3WycKa MpoLeaypsl YTBEPXIEHWS  VCKHeHwd.  BcA  vHdopMaLyisi, KoTopas He OTMeYeHa  Kak
JorofHuTeNbHas, cuMtaeTcss OCHOBHOMN MHopMaLmeil -

¢ M (BbiieneHa CMHMM MapKepom); TEKCT, rpauyeckse n3obpaxeHus
N CMBO/BI, KOTOpbie afuiMpoBaHHasA KOMMaHUs MOXET u3MeHATb (HO He yaanisiTb) Ge3 yTBepxaeHus
opraHamn yrpaeneH/ss. OHa npeaHasHadeHa At Toro, 4To6bl MOXHO 6bU10 corflacoBarb c2pxawl c
nZuezl — B MyHKTbl He Tpebyere*  ka
dz aZrhT® WA BHECEHVA JAHHbIX M3MEHEHUI B OKYMEHT 06 M3MEHEH MHCTP LU
3anpoca/oTBeTa AN  MCKIKYEHW. [ononHUrnenbHble

KYPCMBOM PO30BOro UBeETA, B KOTOPbLIX MOTYT MU3faraTbCA NapaMeT pPbl

ZZZZ"eum Z"' 1306pa>KeHNs UaM CUMBO/bI NPeACTaBneHbl B MECTHOW Jcm py~uu

JaTta npoBepku JOKYMeHTa:
B cnyuya” ecnu TpebyeTcs yTBepXAeHWe MHCTPYKLUUW MO NPYMeHeHUo MUHUCTEPCTBOM 34paBoOXpaHeHus-

YKasatb faty YTBepXAeHUs UHCTPYKLUUM N0 NMPUMEHEHUI0 MUHUCTEPCTBOM

34paBooXpaHeHus.

nn6o
A MWHUNUYKTBOM 3paBOOXpPaHEHM ,,e TpebyeTcs:

ykazaTb gaty nKOHYATEJ/IbHOI O yTBepxaeHus LeACTBYHOLWEro AOKyMeHTa (T.e. JaTy BHECEHWs

“ [ECTBYIOLLYIO BEPCUIO [OKYMEeHTa apquanpoBaHHOK KOMMNaHuein LO NocnegHer

OTNpPaBKM B Meyath - BK/HOYaa BCE UCMPaB/IEHNA B JeCTBYIOLEM JOKYMEHTE).

CnepyeT ncnonb3oBaTb Takol (popmart nNpeAcTaBfeHUs LaHHbIX, KOTOPbI 6yaeT AOCTYNeH U MOHATEH
[:19 naumeHTOB, KOTOpbIM MpeAHa3HavyaeTca [aHHbIi JOKYMeHT. dopmaT AaHHbIX He OyneT onpeaenstbes
Mexz3'Hapo4HbIM OTAEN0M MO pa3paboTKe YNakoBOUYHbIX MaTEPMAsIOB.

KoHpuaeHumansHas nHgpopmaums - «3nu Jinnnm ang KomnaHm» 1

t a f d f * papmacboTBK U [enmsepy Cuctems * Jlunnm Kopnopedr Lie,nep * MiHgnaHanonvc. ViHavaHa 46285 « CLLIA

MepeBog, C aHITMACKOI0 A3bIKa Ha PYCCKUIA A3bIK BbINO/HWIA NEPEBOAYMK
Bono6aesa /ltogmuna CepreesHa

Fopoa MockBa. CeMHaauaTOro MapTa [iBe ThICAYM YeTbIpHaALATOro roja.

A, NONAKOBA VPNHA BACW/IbLEBHA, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
noA/IMHHOCTb NoOANUCKU, CAeNaHHol NnepeBogvYnKomMm BonobaeBoii Jltogmunon CepreeBHoON B
Moem npucy TCTBUN. JINYHOCTb €B YCTaHOB/eHa.

AMNBpaBewMpMHO B peecTpe 3a Ns »

Tappdy; 100 py6.
NpaBOBOro U TEXHNYECKOro xapakTepa: 600 py6.
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'oogn Moea
AesaTW W 6N TpT» ABenblaun  YeTblpHaauUaToro rm

7, UykaHos Ce'praii’ CapkeeBxy, BpeBBaHMO MOMOMHSIOLLMIA

ropona MockBbl baknaHoBoi
BaneHTMHW OP BTH bl , CBMAETE/IbCTBYIO BEPHOCTL 3TOM Konuu
n [lOKyMeHTa. B nocnefHem nofuMCcToK

i CMOB W WHbIX  HEOrOBOPEHHbIX
senpEBneHuii nwwm Kakux-nm6o , ocobeHHocTen HeT

3aperHcTpHpsTOoapHoTpe3aH
»J<iOtut\9n\J (O 78]
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