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Cuer reference: BBANOZAS Dae-34 12 2005

Subject: Avthority Letter

Thear Sir

BBraun is a muhinational organization from Melsungen, Germany, having more than 56 subsidiaries
workdwide. Sharing Expertise is our logo and we beliewe in shanng our expertise with the bestthears:
professionals by providing them with the mest innovatve and safe products i seduston therapy which
enhances efficiency of medical services in the hospital segments, thereby improving the chinical outcome
and reducing the hospiral stay of the patients leading to enhasced outcome of the hospital services.

We are ako glad 1o inform wou that we hawe a wry strong network of Sales £ Sevvice team in india &
throughout the globe.

We herchy autherize our distributer Mfs. Nim Pharmaceuticals, having is registered office No.27
Cround Floor, Shima Plazs, Uivhar Charali, G5 Road, Gowahati - 781007, Assam to Tmote, Supply,
Collevt Purchase onders, Raise hwvoice & colfect Pavmont agaimst the tender for Hospial Care ramge
products on our behalf in Regional Institute of Medical Science, fmphal. '

We may further state that we have mot authorzed a0y ather parry o pﬂ:«ﬁ&c senvice for products and #
any otherpam provide %@mmmr&ﬁaﬁ‘ﬁmv&;&&mgat their crwn risk uniess etherwrse
sotified and authorized by us in writing.

The anthority better s »alisd 153 March, 206,

Thanking you,

Yours Sincerely,

Yor B. Br—aun%‘ ndia} P 1ad

i ‘u"&"ﬁ /
W

Aathorized Signatory
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B. Braun Melsungen AG
Division Hospital Care
Marketing & Sales

34209 Melsungen

Germany
Contact: Ngoc Doan Lisa Tran
Fon: 05661 71-4346
TO WHOM IT MAY CONCERN Fax: 05661 71-4346
Email: ngoc_doan_lisa.tran@bbraun.com
Internet; http:ffwww.bbraun.de
Date: May 28, 2015

Dear Sirs,

We hereby declare that B. Braun Melsungen AG in Germany is the sole manufacturer of

Intrafix® SafeSet With Back Check Valve

[ntrafix® SafeSet with Back check valve:

Integrated Back Check Valve for Fluid Administration with AirStop membrane for
prevention of air embolism

Acrylic copolymer membrane on nylon support for prevention of fluid spiltage

Borositicate Glass Fibre Filter in Air-vent

Transparent spike designed in accordance with IS0 8536-4

Transparent drip chamber {Double) .

ISO recommended 15 micron Fluid Filter in the chamber

Medical Grade

DEHP free transparent tubing

Filling volume tubing - 180cm - 12.7ml

Sharp and Clear IS0 piercing spike

Easy Penetration , simple piercing even of suspended containers

Drip chamber

Convenient drip chamber design

Fully transparent, dome-shaped

Upper part atlows a quick drop rate check even in poor lighting

Extended, detached drip element provides even drop formation; 20 drops = 1 ml + 0.1 ml
(aqua dist.)

Fiexible pumping chamber with high fluid level

Rapid and easy adjustment of fluid level

Fluid filter
- <15 pum filter protects against larger particles
Chairmnan of Supetvisory Board: Excctative Boord: Corporate Gffice: Metsungen Address:
Pref. Dr. he. Ludwng Georg Braun Prof. Pr. Hernz-Walter Grolc #1gt. Dr Harny Petes Knacbet Registes Court: Local Court tntziar 4. Braun Melsungen AG
{Chairman) ¢ Meunrad Lugan HRB 11 000 Cari-Braun-Strale 1
P, Aonette Bellet Carolt H. Keubauer, t1 4 34217 Melsungen

Otto Philipp Braun Markus Stratmann VEEE-Reg -No. UF 42650900 Germany
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Pressure resistant up to 2 bar: suitable for use with infusion pumps using 3 x 4.7 mm tubing
Available with integrated Back Check Valve (B.C.V)

Properties
- Helps prevent air in infusion and infusion related infection
- Won't let the line run dry
- Automates priming
- Ends messy dripping
- Prevents back flow of blood into IV line

Yours sincerely,
B.Braun Melsungen AG

V. LV.

Ngoc Doan Lisa Tran Reinhold Dittmar




For submission to the competent authoritizs

2. Braun Melsungenr 26
Hospital Caie
Colz Pharmaceuticals

34 209 Meisungen
Germany

i ffwaw bbraun.de
T VWG T BAY CORNGERH

We, hereby cerlify that & Braun Melsungen AG is the sole manufacturer of MuTRiex Linid Peri
which i manufactured af the following address:

B. Braun Melsungen A5G

Card-Braun-straie 1

34212 Melsungsan, Geirmany

Tachnical dedails:

HuTRIflex Lipid Perh:

Sierile solution for LY. nuiriifon conigining amine acids, carbohydraies and lipids in a 3- chamber bag

available with electrolvies.

Each bag of 1250 & 1675 il contains ihe following:

from ¢he ppper, fefi-hand in 1250 mi in 1875 ml
chamer
{glucose sofuiion)
Glucose monohydrate 88.0¢g 132.0 ¢
equivalent to anhydrous glucose 80.0g 1200 g
Sodium dihydrogen phosphate 1.170 g 1.755 ¢
diliydrate
Zine acetate diliyydrate 6.625 mg 9.938 mg

fieane ti1e ppper, right-hand

in 1250 ml

in 1875l

F
chaniber
P T - ’y %
{ipid enzlsion!
Soya-bean oil 25.0 ¢ 37.5¢g
Medium chain triglycertdes 25.0¢g 37.5¢

Chairman of Supaivisory Board: Executive Doard: Corporate Office: Melsungen Addrass:

Prof. Dr. h.e. Ludvdg Georg Sraun Gr, rar. pol. Heinz-Walter Grofe Otte Philipp Braun Register Courl: Local Court Fritzlar 8. Braun Melsungen AG
{Chairman) Wice-Chairman]HRE 31 000 Casl-Braun-StraBe 1
fr. yer. pol. Aanctte Briter DOr. rer, nat. Woligang Feller 34212 Melsungeh
Miee-Chairman) Prof. Or. imed. Honns-Peter Knacbel  WEEE-fieg.-Ho. BE 42690900 Gepmrany

Or. rer. nat, bicinrad tigan
Carall H. Neabauer, LLM




fraim the lower chiamber in 1250 ml in 1875 ml
{amine acid seluison}
Isoleucine 234 g 3.51g
Leucine 3.12g 4.70 g
Lysine hvdrochloride 2.84¢g 426 ¢
equivalent to lysine 2,26 g 2394
Methionine 1.96 g 194 g
Phenvlalanine 351 g 5.27 ¢
Threonine 1.82 g 273 g
Tryptophan 0.57 g 0.86 g
Valine 2.60 g 2.90 g
Arginiue 270 g 4.05 g
Histidin hydrochioride monohydrate 1.69g 2.54 ¢
equivalent to histidine 1.25¢g .88 ¢
Alanine 4.85 728 ¢
Aspaitic acid 1.50 g 2254
Ghrtamic acid 3.50¢g 5.25 ¢
(lycine 1.65 g 248 ¢
Proline 3.40 g 510g
Serine 3.00¢g 4.50 g
Sodium hyydrozide 0.80G g 1.200 ¢
Sodinm chloride 1.081 g 1.622 g
sedin acetate triliydrate 0.544 g 0.816 g
Potassiun acetate 2.943 ¢ 4415 ¢
Magnesium acetate tetrahydrate 0.644 g 0.966 g
Calcium chioride diliydrai= 0.441 g 0.662 g
Ciimic acid monohydrate Excipient FExcipient
Bgg lecithin Excipient Excipient
Glycerol BExeipient Exeipient
Sodimn oleate Excipient xcipient
Waier for injections Excipient Excipient
Eneigy 4000 keal (955 KJ) | 6000 keal (1435.J)

This iz a propeistary item manufzctured by B. Braun Melsungen AG and markeied through B.Sraun

Medical (Indiz) Pvi, Lid. who is the marketing authorization holder in Indiz.

Melsungen, 14.04.2411

E. Braun Melsungen
Aktiengesellschait

A

:

Fatja Doring
Head of Clinical Nutiition Global RA

Exceutive Board:

DOr. rer, pol, Heinz-Walter Grofia
{Chairman)

Dr. rer. pol. Annctte Beller
{Ywee-Chairmanj

Chairtan of Supervisory Board:
Prof. Dr. h.e. Ludvrig Georg Braun

Vereha Lossie
Specialist Giobal RA

Corporate Office: Melsungen
Otts Pleifipp Braun Reaqister Conrt: Local Court Fritziar
(Vice-Chairman)HRB 11 000
Dr, rer. naw Wollgang Foller
Prof. Or. med. Hanns-Peter Knacbel
Dr. res. nat. Mainrad bugon
Caroli H. Meubauer, LLM

WEEE-Req.-Ho. DE 42650900

Address:

B. 8rsun Melsungen AG
Carl-Braun-Strafic 1
34212 Mdlsungen
Germany
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Phione Mo, G361 - 2733329

No. 241/IS/NIM/2016 Dated: 07/03/2016

To

The Director

Regional Institute of Medical Sciences
Imphal, Manipur.

Through,

Dr. Th. Gojendra Singh
Asst. Prof. Neurosurgery
Deptt. of Surgery

RIMS, Imphal, Manipur.

RATE QUOTATION

Dear Madam,

} would like to submit the rate quotation of the proprietary products of B Braun:

Sr. Description Manufactured Unit Rate Rs.
No. by

1 Intrafix SafeSet with Back | B Braun 1 (one) 199

Check Valve (Rupees one hundred
ninety nine)
2 NUTRIFLEX LIPID PERI B Braun 1(One) 3287
1250 ML (Rupees three thousand
two hundred eighty seven)

The proprietary certificates of the above products and authorization letters are
enclosed.

Terms and conditions:
1. The above rates are exclusive of CST 5%.
2. Delivery period will be within 45 days from the date of receipt of the original

supply order copy.
3. Payment — 100 % within 14 working days from the date of submission of the
bills.

Thanking you.
For, NIM PHARMACEUTICALS

{(Authorised Signa " ry




BBRAUN PRODUCTS - INTENSIVE AND INFUSION, SYRINGES & NEEDLES, PHARMA AND ECOFLAC

Sr BBRAUN Brand| Generic Name . Expiry . e e
No Art Code Name (Hospital Name) Packing Period Special Specification
Advaced Fluid Aministration System with Air Stop-
(Pluarylsuiphone) to prevent air embolism and Prime Stop
(Acrylonitrile- Vinylchoride) to prevent messy spillage,
Intrafix Safeset, |Advanced | V with itegrated Back Check Valve to prevent back fiow of
1 14063001 with Back check {administration set 100 2yrs |blood. Bacterial retention Air vent, iransparent spike
valve (Closed System) designed in accordance with ISO 8536-4, Full
Transparent Drip Chamber, 15 micron Fluid Filter in the
chamber, Medical Grade, DEHP free tubing. Filling
volume tubing - 180 cm - 12.7ml.
Latex / PVC free Three Chambered Bag of 1250 ml. Each
bag should provide: 40-50 gm of Amino Acids, 75-90 gm
Nutriflex Lipid Peri Convenience of Carbohydrate, 45-50 gm of Fats {mixture of 50 % MCT
2 3656331 3CB 1250m System for 5 2yrs |& 50 % LCT), 925-975 K Cal of Total energy and 700-
Parenteral Nutrition 800 K Cal of Non Protein energy along with Calcium,
Zinc and other electrolytes. The osmolarity of the solution
is 800-850 m OsmiL

For Bbraun Medical ( India ) Pvt. Ltd

| \guﬁ%?m%

Authorized Signatory
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___Directions for Use

e B. Br2un blelsungen AG - 34200 Melsungen, Germany

Lompositipn
The ready ta use Chiulsion for infusion contains atter mixing of the contents of the indi-
vidua] chambers:

Active ingredients

- fram the vpper, {eft chamber in1250m in 1875 ml  in 2500 m}
Gizeose monohydrate 880g 13200 1760 g
equivalent to anhydrs gluceose 80079 120 g 600 g
Sodwm dikydragen phosphate dinydrate 1170 g 1755 ¢ 2340 9
Zire acetate dihygrate £.625my 9.9 mg 13.2 mg
- from the upper, right chamber in 1250 mi in 1875 ml  in 2580 mi
Soya-biean oif 250y 375y 5008
Medim-ehain triglycerides 2504 3759 00 g
— from the fower chamber in 1250 M in 1875 m  in 2508 mi
isofeucine 2349 351 g 468 a
Leucine 3139 4704 6269
Lysing hydrachioride 2849 426 g 5680
2q to Lysine 226y 2399 4520
Methioning L6y 294 g 3829
Chenylataning 3519 527 g Mg
Threcnine 142 g 2339 RELY ]
Tryptaphan Q57 4 086 g 1.14¢g
Valine 260y 3808 5209
Argining 27049 406 g 540 g
Histidine hydrochiuride monohydrate 169g 254 g 328g
eg. to Histiding 125y LAB g 2.50 4
Alanine 4859 728 g 9709
Aspartie aeid 1509 2259 300g
Glutamie acid 3504 5354 7009
Glycine 1.659 238 ¢ 3304
Prgline 3405 5104 680 g
Seaine 3009 460 g &0ty
Sodium hydraxide 0800 g 1200 g 1.600 g
Sodium chioride 1081 g 1622 g 2162
Ssdium aeetate trihydrate 0544 g 0.816 g 1.088 g
Potassiam acelate 2843y 44159 5886 g
Magnesium acetate tetrahydrate GEdd g 0986 1288 g
Caleium chioride dibydrate G441 g Q662 g 0862y
Amine acig content (o) 40 60 &0
Tatsl nitrogen eontent (g) 57 36 HE)
Carahydrate content (g) &0 120 160
Lipid content lg) 50 75 100
Erergy in the form of Hipid ffifkeal)) 19490 {478} 2945 [715} 2980 (950}
Energy in the form af

carbpnydrate fid(keal)] 1340 {320} 2010 {480 2680 (640)
Ene/gy in the form pf

aming atids [kifkeatlt 670 {160} 1005 {240} 1340 (320]
Mon-protein energy fidfikeat]] 3330(795) 4995 (1195} 6660 {1500
Tozal energy (Kifikeall} 4000 [958F 600G (1935} BOOO (31910}
Dsmolality {mOsmfkg} 920 920 920
pH 50-6.0 50~ B0 s0-480
Eisctrolyte content [mmol} In 125G mi  in 1875 mi in 2500 mi
Sodium 59 79 100
Poiassium 20 45 50
Magresium 20 4.5 60
Calcium 30 4.5 6.0
Zine 2.03 0045 0046
Chigride 48 72 =33
Acetste 4% B0 ag
Prosphate 7.5 11.25 15
Excipisnts:

Citrie acid monehyd-ate, egg lecithin, glycerol, sudium aleate, water far injections
Pharmateutical form

Ernulston for infusion in three-cramber bags containing 1250 mi, 1875 ml end 2500
ml,

Pharmacp-therapeuie group
Emulsion far iniraucnous supply pf aminp acids, carbphydeates, fat and glectrolytes,

Schwarz

210%297 mm
176/12666645/5509
Latus: 1175

Indien

176 12606646/0503

NuTRIflex Lipid peri

Emulsion for infusion

tndications
Supply aF energy, essential fatly agids, amino acids, electrotytes and fluids during par-
enteral nutrition for patients with mild w moderately severe catabalism when oral or
enteral nutiition is impossible, insufficient or santraindicated,
Contraindications
This product myust not be administered in the following tonditions
~ disturbances of aming a2id metabolism,
- disturbances of fipid metabalism,
- hyperkslaemia; hyperatraemia,
- upstable metadalism [e.g, severe postaggression syadrome, unstabiized diabetie
metabofic situation, coma of uhknpwn origin),
- hyperglycaemia nut responding ta insubin dases of up to 6 Unils insutinfhaur,
- aeidasis,
- intrahgpatic chplestasis,
= severs hepatic msufficency,
- severe rensl insufficiency,
- manifest cardise nsufficiency,
~ 3qfravating haemprrhagic diatheses,
-~ mcute phases of casdisc infarckion and stinke,
- acwpie thrormbp-embalic events, lipid embolism.
- known hypersensitivity 10 £9g or saya-heae protein, peanut oil ar to any of the excip-
ients.
0n accpunt of its composition NuTRIex Lipid peri shouid nat be used for neanates,
infants snd children under 2 years of age.
General eantea-indicatipns to parenteral nutrition are:
- unstable circulatory status with vital threat {states of callapse and shaek),
- inadequate celiular axygen supply,
- states of hyperhydration,
- disturbanees of the eleckrolyte and fluid balanee, acute pulmonary nedama, decam-
pensated cardiag insulficlency
Special Warnings and Speetal Preeautions for Use
Due to the individual needs of paediatric patients, NuTRIflex Lipid peci may not cover
sufficiently the tptal efergy sequirements. In such cases carbOhytrates and [ or lipids
must bz provided in addition, us appropriste,
Caution shauld be exercised in rases of increased serum asmiofarity.
As far 3t large-volume infusion solutions NuTRMlex Lipid peri should be administered
with caution to patients with impaired casdiac er ronal function. Disturbances of the
fluid, electrplyte or acid-base balance, e.q. hyperiydration, hyperkalaemia, acdosis,
shauld be carrceted before the start of infusion. Toa rapid infusien <3n lead to fluid
overlaad with pathatanieal serum electrolyte concentrations, hyperhydratipn and pul-
manary oced<ma,
The serum triglyceride concedtration shouid be monitored when infusing HulRIflex
Lipid peri. Fasting lipagmia shoubd be excluded in patients with suspocted disturbsnces
of lipid metabolism before starting infusion The administiation of Jipids is contra-indi-
cated if tnere is Fasting lipaemia, The presence of hypertrighyceridaemis 12 hours after
lipid administrstion 3ksa indicates 3 disturbance of Hpid metsbalism
NuTRIflex Lipid peri shoubd be administered cautivusly tp patients with disturbances of
fipid wnctabplism, cg rengt insufficiency, desbietes melitus, pancreatitis, impaired
hepatic function, Rypathyraidism {with hypertrighycesidemial and sepsis. 1f NuTAiflex
Lipid pest is given ta patients with these conditions, chase monitedng of serum triglye~
erides i mandatory
Any sign o7 symptom af anaphylactic reaction {such as fever, shivering, rash or dysp-
raea) snould fead w immediate interruptipn of the infusion.
Gepending on the patient's metabolic condition, occastonal hypertriglycendaemia or
increases of the blopd giucose concentration may oceur. B the plasma trighyceride con-
centration ises to marg than 3 mmolf| durirg admimistration pf jipid it is reeommend-
¢d that the infusion raie shpuld be reduced. Should the plasma trigiyceride eoncentra-
tipp remsin sbove 3 mmulfl the atministration should be stopped untit the teval ror-
malizes.
A dase reduction o7 interrupticn of administration is alsg indicated if the bloud glutose
coneentralion rises 10 mave than 14 mmolff {250 mgfd!] whan administering the prod-
uct
As with 2!l solutions containing carhobydrates the admenistration of NuTRIex Ligid
peri can lead o hyperglycaemia. The bloud glucose level should be manitared. I there
is hyperglycatmia the rate of infusion shoult be reduced of insubin should be adminis-
tered.
Inteavenous infusion of amino sdids is sccomparied by increased urinary excretion of
the trace efements, ¢speeially copper and, in particufar, zine. This should be onsidered

B BRAUN
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in the dosing of trace elemenis, especially during long-term intravenous nutition.
HxTRiflex Lipid perl should not be given simultaneously with blood in the same infu-
$i0N sei tut to the risk of pseudoagglutination.

Moreover contrals of the serum electrolytes, the water balance, the acid-base balance
and - during long-term administrazion - of bisod ctll calnts, coagulatinn status and
hepatic fynction are necessary.

—— The fat content may interfere with eertain izboratory measeremants fe.g. bifirubin, fac-

tatt dehydrogenase, oxygen saturation), if Slond is samgpled befare fat has bezn ade~
fuately cleared from the blood stream.
Swubstitution of electrolytes, vitamins and trace elements may BE Necsssary a3 required.
As NuTRIlex Lipid peri contains zine and magnesive, cars should be taken when it is
coadministered with solutiors coataining these efements,
As with alf intravencus solutions strict aseptic precautions are necessary for the infu-
sion of NuTRIflex Lipid peri.
HuTRiflex Lipid peri is 4 preparation of complex eompasition, 11 is, therefare, strongly
advisahile not to add other solutions.
Pregnancy and Lactation
Preclificad stedies have not been performed with MuTRIAex Lipid phus, The preseriber
should consider the benefitf Ask relationship before administering HuTRIflex Lipid perf
10 pregnant wismen
Breast-feeding {5 not recommended of wumen need parentaral nutrition in that time,
[nteractions
Some drugs, like insulin, may interfere with the body's Iipase system. This king of inter-
action seems, howeser, i1 be of raly fimited clinieal importance.
Heparin given in cfinieal dases eauses a transient release of lipugratein fipase into the
esrculation. This may result inizially in increased plasma lipalysis followed by a transient
decrease in wiglyoeride clearance,
Soya-bean oil has a natural eontent of vitamin .. This may interfere with the thera-
peutic effect of coumarin dedvatives which should be closely monitored in patients
treated with such drugs.
Qosage
The dosage is adapted to the individual paticets' reguirements.
Aduits:
The maximum daily dose is 40 mit per kg bndy weight, coresponding to
- 1.28 g amino acids fkg body weight per day
- 258 g glucose {kg body weight per day
- L& gfat fkq vody weight per day
f is recammended that WuTRIFlex Lipid peri be agministered continuously. A stepwise
irerease of the infusion rate over the first 30 minutes up ta the desired infusion rate
avoids possible complications.
The maximum iffusion rate i 2.5 mifkg body weight per kour, correspording to
- 008 g amino acds Jkg body weight per hour
- 0.16 4 glucose Jeg body weight per hour
~ 01 gfat kg body weight per hour
For a patient weighing 70 kg this coresponds 1o an infusion rate of 175 mif kg bady
vieight per hour. The amount of amino arid adruinistered i5 then 5.6 gfhour, of glucose
1.2 gfhour and of lipid 7 9/ hour.
Children over 2 years of age:
The given dosage recommendations are yviding data based on guerage requirements.
The dosage should be individually adapred, aecording to age, development stage and ili-
ness, For caloudation of dosage account must be taken of the hydration status of the
gaedistric gatient.
For children, it might be necessary 1o start the nutritional therapy with haif of the tar-
oet dusage. The dusage should be inereased stepywvise atcording to the individuzal meta-
buolie capacity ¢p the maximum dosage.
Daity dose during 37 - 57 year of fife:
45 mifkg body weght, carresponding to
~ 1.44 g aminu acrgs fka body weight per day
~ 2.88 g glucose e bady weight per day
- 1.8 qlipid frp body weight per daw
Daily dose during G~ ~ 14" year of hfe:
30 mifkg body weight, corresponding to
- 0.96 g amino acids kg bedy weight por day

1.92 g glucose fleg body weight per day
= 1.2 g lipid fig hody weight per day.
The maximem rate of infusion is 2.5 mifkg body weight per hour, comesponding to
- 0.08 g amino acids kg bady weight per hour
= .16 g glucose kg body weight ver hour
-0.1 gtlipid Jkg body weighl par haur
Acdditional exergy that may be required for paediatric patients should be administered
in the form of glucese solutions or Tal entulsions, as appropriate.
Method nf administrotion
For intravenous infusion. Especially suitable Tor infusion into peripheral veins,
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Preparation of the mixcd soletion:

Remove the bag from its protective pack and groceed 35 foilows:

= open out the bag #nd tay on 2 sofid surface

- open the peel veals to the two upper chambars by ysing
pressure with both hands

- reefly mix the contents of the bag togesher

Pre paration for infusion:

~ fold the tewa cmpty chambers backwards

- hang the mixing bag on the infusion stand Sy the contre
hanging logp

- remove the proteetive cag from the ryn-cut port and
cafry out infusion using the noimal techaique

Duratinn of use

The turation of treatment for the inditatiens stated should nat excesd 7 days.

Overdose

Overdase of MuTRIflex Lipid pert is aat to be expected on proper administration.

Symptams of fuid gad clectrolyle overdose

Hypertonic hyperhydration, electrolyte imbalance and pulmonary oedema.

Symptams of oring geid dverdose.

Renal aming acid losses with eonsecutive aming acid imbalances, sickness, somiting
and shivering.

Symptoms of giucase overdose,

Hypergiycaemia, glucesuria, dehydration, hyperosmolality, hyperglycaemic and hyper-
osmolar toma,

Syrigtams of lipid overdase:

Lipid overdose may tead to the pveripad syndrome, characterised {for example? by fever,
peadaehe, ahdominal pain, fatigue, hyperdipacmia, hepatomegaly with o without jaun~
diee, spitnomegaly, pathological disturbances of wer functian, anazmia, reduction in
platetet cousnt, reduction in white cell couns, haemorzhagic diathesis aad Raemorrhage,
attcration or depression of blogd coagulation factors (bleeding time, cGaquiatien time,
prothrombin time etc). The plasma teiglyceride eofcentration should not sxceed 3
mmokft during infusion,

Emergency wearmrni, satidotes:

Immediate cessation of infusion is idicated for overdose. Finther therapeutic measures
depand on the particular symptoms and their severity. When infushon is recommenced
after the symptoms have deckined it is recommended that the infusion rate be rarsed
gradually with monitoring at frequant intervals,

Undesirable cifects

Passiblc earfy reartions on the administration of lipid emulsions are: slight increase in
temperature, flush, cold {2€ling, shivering, toss of appetite, nausta, vomiting, respirato-
ry distress, headache, pain in the back, bones, ehestand fumbar region, fall or increase
in blood pressure [hypatensron, hyperiension], hyperscnsitivity reactions {e.y. anaphy-
lactic reactions, dermal eruptions).

Hot flushes o bleish discolaration oF the skin due to reduCed oxyfen coatent of the
blood (cyanosis) can oooyr g5 side effects.

If these side effects Ocour the infusion should oe discontinutd or, if appropriate, he
infusion should be continued at 3 loveer dose level,

Attention shoutd be paid to the possinility of an averldading syndrome This can oceur
as a result of individually varying, genetically determined metabclie conditions and ean
weelr at different rates and after differing doses depeading vn previeus disarders.
Overtoading syndrome is associated with the fallowing symptoms: eniargement of the
tiver fhepatnmegaly] with and without jaundice (ietorus), cnlargement of the spleen
{splenomeqalyl, fatty infiltration of the argans, patholagical hepatic funtion parame-~
ters, anaemia, reduetion of white cell count (leveopenia), reduction of plateler count
{thrambocytopenia), a tendency to haemerrhage and haemorrhages, aiterations or
reduction in the bicod coagulatien factors ibleeding time, caagulatien time, prothrom-
Sin time etc}, fever, hypedipaeana, headache, stomache-aehe, fatigue,

if signs of vern wall irritation, phiebitis, ar thrembophlebitis otcur, change of the infu-
sion site shoutd be epnsidered.

Flease infirm your doctor ar pharmacist ifyou aotice any undesirable effect thatis not
mentioned in this leaflet.

Instructions for storage § use / handiing

Do not use the product Sevand the expiry date stated on (ke tabeking,

The emulsion is to be used immediately after mixing. It can be storad at 2 - 8 'C over
4 days, plus 48 hours at 26 °C

The ready-to-use emulsion can be stored for 4 days at 2 - B *C plus 48 hours at 25° C
The crutsion ts 1 be used mmediately after conntcting the containes to the giviAg seL
NuTRHIex Lipid peri is sugplted in single doss containers. Unused residees must be dis-
carded.

If filters are wsed they Must be ligid-parmeable.

o not store above 25°C.

fio nat freeze. if aecidentally frozen, discard the bag.

Only ust hags that are undamaged and in wkich the amine acid and glucose sntutions
are clear Do nnt vse bags where there is discernible phase separation (oil drops) in the
chamber cantaining lipid emulsion.

Keep Gans in the outer carton in order to protect from lighi.

Date of tast revision 01.2506

B. Braun Melsungen AG
34209 Melsungen, Germany
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