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SC"J N‘I‘M N Néu cin thém théng tin, xin hal ¥ kién bac s§.
Thubc nay chi ding theo don cia bac s§. Dé xa thm tay tré em.
Huwérng diin sir dyng thuéc Thuéc ban theo don.

TEN THUOC: SciLin N (Insulin ngui)

THANH PHAN: Isophane human insulin 40 1U/ml. T4 dwoc: m-cresol, phenol, glycerol, protamine sulfate, zinc oxide, disodium phosphate
dodecahydrate, hydrochloric acid, nwéc cét pha tiém,

DANG BAO CHE: Hén dich thudc tiém

QUI CACH BONG GOI: Hop 110 10 ml.

MO TA:

S_g:in géihcra insulin dwgc san xuét bing k§ thuat tai td hop DNA bding céch sir dung chiing vi khuén Escherichia Coli san xu#t khdng gay bénh
riéng

Phan tir insulin trong Scilin N giéng véi insulin ty nhign clia nguwdi vé ciu tao va hinh déng 3 chidu.

Thanh phan cla Scilin N nhw sau:

Dang bao ché Thanh phan
Insulin ngudi ti to hop. Ta dugce: m-cresol, phenol, glycerol
SciLin N (h8n dich ddng nhét, vé khuin tamine sulfate, zinc oxj e,ﬁoaum hosphate dodacahy \
(hOn dich dong ) Varoohione acio, nrbc oat pha tem.  © o F dodecahydrate

DUQC LY:

Insulin Ia m§t hormon polypeptid do té bao beta ciia d3o Langerhans tuyén tyy tiét ra. Néng dé glucose trong mau la yéu tb chinh didu hoa tiét
insulin. &' ngun binh thudng, insulin tiét khang ddu; nhidu nhat sau bira &n. T4c dung chinh ciia insulin 1&n sy én dinh ndng 4 glucase huyét
xay ra sau khi insulin da gan voi cac thy thé ddc hiéu trén b& mat té bao cla cac md nhay cam v insulin, d3c biét 12 gan, co van va md mé.
Insulin trc ché tao glucose & gan, tang s dung glucose & ngoai vi va do dé 1am gidm ndng d% glucose trong mau. Né con (e ché si phan gidi
m& va do d6 ngén sy tac thanh cac thé ceton. Ngoai ra, insulin con cé téc dyng déng héa do anh hurdng lén chuyén héa glucid, lipid va protid.
Insulin b phan hily & cdc mé gan, co va than,

Insulin duwgre ding trong tr ligu thay thé & ngudi bénh bi thiéu hyt hoan toan hosc mét phan insulin.

Insulin dwrgre hap thu khé nhanh sau khi tiém duwéi da va tuy nira déi trong méu rét ngén. Luyén tap, lao dong nang lam cho glucose huyét gidm
do @6 lam t&ng tac dung cla insulin. Nhi&m khudn va béo phi lam gidm tac dung clia insulin, Khoang cach va thanh phin céc bi¥a 3n ciing cé
anh hu'éng dén tac dung cda insulin. .

Ba logi che ph&m insulin chinh I&: Insulin téc dung ngdn, Insulin téc dung trung binh va Insulin tac dung kéo dai.

Scilin N [a mjt loai insulin cé thivi gian téc dyng kéo dai.

Theo két qua Iam sang, théi gian tac dyung cla insulin dugre ghi trong ban dwéi day:

Dang bao ché Théi gian bét d&u c6 téc dung Thevi gian tac dung t6i da Théi gian tac dyng kéo dai
Scilin N Sau 1,5 gi¢r 3-10 gitr Téi 24 giey

gl.l’O‘C DONG HQC: B
wdyi khde manh khodng 5% insulin %én hvacerrolein trong mau. Insulin cling dwoc phat hién trong dich néo tiy noi cé d9 tap trung insulin
t thanh.

khodng 25% téng Iugng insulin tamlh hu o e b N
i Mn.Vi n. s0 chuyén hda trong co va mo mé. Chuyen hoéa Insulin & ngudi khde manh va ngudi dai mso.auang
Ia nhu nhau. Chung dugc réihgw qua théan. Mgt sO lvgng nhd insulin dwgc thai trlz qua dudng mat. E‘hbl gian ban huy insulin trong khodng
m‘.’guy gan va suy than c6 thé tam téng thei gian thai trir insulin. Bé&nh nhan cao tudi thi thai trir insulin cham hon va tac dung ha glucose huyét
1.

CHIBINH

BDai thao dwéng tuyp | (phy thude insulin).

D4i thdo dwérng tuyp Il (khéng phy thude insulin) khi céc thuée chéng dai théo duérng tdng herp khéng con higu qua, khi nhidm toan mau, hon mé
d4i thao dwirng, bi nhidm khuin nang, phau thuat Ién.

[ r ciru téng glucose huyét trong: dai thao dwémg nhiém acid cetonic, hén mé ting glucose huyét, ting thim thdu ma khéng nhidm ceton trong méu.
Khi truyén tinh mach dgng dich tang dinh dwdng & nguwdi bénh dung nap kém glucose.

Bénh vﬁr? mac tién trién do dai thdo du’érng.

Bai thao dudrng & phy ni cé thai, dai thao dudng trong thdi ky thai nghén.

S faecna

g .
B Qua man cam v&i insulin hay bat ky mot thanh phén nae cia thuéc.
Tiém tinh mach insulin dang hén dich.

THAN TRONG VA CANH BAO DAC BIET

- "Chi bac sT mai co the thay dbi lidu Igng insulin hodc kllt:'yen trdn céc dang insulin hodc ddi dangl nay sang dang khéc.

- %énhénhéaré ?122 hlhc?ér::g ?,? chg bac si néu cb bat ky biéu hién sém cla dj (rng véi bt ky dich insulin ndo clng nhw véi cac thubce khac,
thire &n, pham mau.

- Trong thi gian didu tr insulilséphéi theo ddi lwgng glucose huyét va nude tidu, HbA1 va lwgng dudng fructoza trong mau.

- Bénh nhén nén hoc cach ty kiém tra lwgng dudng mau va trong nuwére tiéu bang cach sk dyng nhiing xét nghiém don gian (vi dy xét nghiém
vach). Trong tredrng hgrp xét nghiém khéng chinh xac nén tho;lg béo ngay cho bac 31‘

- O bénh nhan khac nhau, triéu chirng ha gluoose huyét ¢ thé xay ra & nhirng thdi diém khac nhau vai mirc @6 khac nhau. Vi vﬂ;bénh nhén
nén hoc cach tiy nhan biét nhirng dac diém triéu cht’rgg clia chitng ha glucose huyét cho ban than. Néu cac tridu ching nay xay ra thwéng
Xuyén tham chi & mirc nhe cling van nén dén bac si dé thay dbi liéu insulin hoac ché d6 an.

- Bénh nhan chuyén ding insulin dong vét sazgrirll'lsulin ngwdi nén sir dung ligu insulin nhd hu%cd kha néing gﬁag ha glucose huyét). Mot s6&
bé&nh nhén khéng cam thay céac tridu ching clia ha glucose huyét sau khi tiém ingulin nguei manh bang m insulin d§ng vat,

- Bénh nhén cb bénh dai thdo dwéng lau ngay hodic dai thao dudng cb bieén chimg than kinh hodc bénh nhan ding song song vdi cac loai
muéc&adrenolytycal va dat t&ri sy mét cén biing mirc glucose u'gs%nau thi céc trigu chir m cla chirng ha glucose huyét cﬁrg sé yéu
hon, Ca chirng tang glucose hu%va chirng ha glucose huyét n 6ng dugc diéu tri o6 thé dan t&i mat y thiee, hdn mé hodc chét,

- nh nhan nén dén bac s7 déu dan nhét 1a khi bit dau didu tr insulin.

- u gl quan trongélé phai gir ché d6 &n déu d3n va da dinh dwéng. .

- Nhu cau insulin gidm néu cé tang hoat ddng thé Iyc; van ddng manh cla co ma tiém insulin s& thic ddy nhanh sy ha glucose huyét
{vi du nhu tiém insulin vao 4ui triedc khi chay).

- Khi bénh nhan di chuy&n sang nhifng noi ma c6 it nhét 2 I&n dbi mi ?ifr thi nén @én bac s7 aé thay adi gi¥ tiém insulin. Trong khi bay,
nén gitr insulin frong hanh Iy xach tay chir khong dé& & khoang hanh Iy (Vi khéng nén d& insulin dong lanh).

- Thay ddi lidu lugng insulin néu c6 éu chirng s6t cféo nhiém tring nang (doi héi t3ng dang k& nhu cau insulin), chan thiromg tinh thén,
mét moi va réi loan tiéu héa cd non, budn ndn, fa chay, roi loan tiéu hoa da day rudt, roi Ioir’!nh p thu. Nhirng Im(‘lng P nay ?gi luén cén
dén tu van gga bac si. Vi :gy Iﬁng dudng trong n:gu va trong nuwéc tidu cln phai dugce kiém soét thwang xuyén va néu cho két qua khéng
dlng tuyét doi bat bu&);g) bac sT. Tun thi liéu lwgng insulin va ché dj &n hep ly.

- Thém chi ca nhirng thudc ban trén thi treéng ma khdng cin ¢ don cla bac si (nhu thude cam cim, ha sét, %iém dau, thubc gidm nhu ciu
4n) ciing c6 thé |am thay ddi nhu cAu insulin. B&i vay méi khi ding nhirng thuéc nay can phai hdi y kién bac sT.

Bénh nhan suy than dao thai insulin S‘égiérn va thdxi gian tac dyng lau hon.

Bénh nhan dai thao dwéng do bénh vé tyy hodc dai thao dwérng két hop véri bénh Addison thi doi héi lidu lwgng insulin rat nho.

Bénh nhan c6 rdi loan tu;ggn yén, tuyén thugng than hodc tuyérhgigrp nhu cau insulin cn mag adi.

b‘[iéémljgsqhn Ila_u dai c':_lé thé gdy phan (rng khang insulin (xem phan TAC DUNG KHONG MONG MUON); néu trudmng hop nay xay ra thi nén

m lieu Insulin cao hon.

EIE%!SULIN TRONG KHI PANG CO THAI VA CHO CON BU:

Phy ni¥ mang thai c6 bénh dai thao dwing van yéu clu st dyng insulin. Duy tri mlc glucose hugét chinh xac tropg khi cé thai 1a cie ky qu.tgn
trong vi léng gh huyét & phy nir gg thai ¢6 thé gay anh hudng dén thai nhi. Trong 3 thang dAu thai I;y nhu cAu insulin gidm nhanh va can
thiét phai giam lidu insulin va sé ting dan trong 3 thang gitra va 3 thang cubl thai ky, théng thudmg béing 75% liéu insulin trudie khi o6 thai. Sau
khi sinh nhu cau insulin méi lai gidm nhanh,

Cho con bu: . :
Trgn%hnl diéu trj insulin v&n c6 thé cho con bl vi hooc mén nay dugc hoa tan trong dwéng tiéu héa. Nhu cdu insulin trong khi dang cho con ba
thp hom trurérc khi c6 thai va trdr v& mirc binh thuéng sau 6 dén 9 thang.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Anh hwréng dén vigc diéu tri insulin ding liéu dén kha naing l4i xe 14 chra dugre nghién clru. Bénh nhan co thé bj tat gguzén do chiing ting rlg:wse
huyét gy ra céc rdi loan thAn kinh trung wong véi céc trigu chieng: dau dau, lo lang, nhin déi, réi loan phéi hgp va danh gia khodng céch P i loan
thj giac). Khi bét @au diéu tri insulin, viéc thay ddi loai insulin, stress hogic van ddng thé Iyc qua s 1am thay ddi dang kg Iwgrng dirérng huyét, thi
nhi?ng réi logn vé& kha nang lai xe va van hanh may méc c6 thé xay ra.

Khuygn nén kidm soét lwgng dwérng huyét trong nhibng chuyén di dai ngay.

TAC DUNG KHONG MONG MUON:

- Ha glucose huyét ) o

Céc trigu chimg cla ha glucose huyét thuéng xuét hién dot ngét. Ching cé thé bag gdm: d& méd héi, hoa mét, run chan tay, cam gidc ddi, lo 4u,
cam giéc kién bo & tay, chan, mdi hodc Iwdi, réi loan tap trung, mét ngu, réi loan gidc ngl, mat kiém soét, gidn déng ti, ri loan thj gidc, réi loan
I ndi, tri tré, dé cau kinh. .

:—ga glucose huyét nghiém trong c6 thé din dén bt tinh, va c6 thé din dén suy gidm chirc nding ndo tam théi hodic vinh vién holic c6 thé dan dén
LF vong.

- Téng glucose huyét

Nhirng bénh nhan zi i thao duéng typ |, tinh trang téing glucose huyét kéo dai c6 thé dén toi tinh trang nhidm toan xeton. Cac trigu chirng nhiém
toan d3u tién s& xuat hién tir tir trong vong vai gitr hoic &gm tri vai ngay gbm: bgbn nén, ndn, budn ngd, 44 mat, khd miéﬂgﬁtﬁng nidu, khét nwérc,
chén &n, hoi ther ¢ mii xeton. Néu khang chinh x4c, tang glucose huyét cé thé din dén nhiém toan xeton, mét nuérc, mé va tlr Wﬂa|

- Khéc: Céc phan (rng phy khac thinh thoéng xay ra tron%rt:al gian diéu trf insulin sinh tong hep 1a: dj (rng v&i insulin, khang insulin, loan
duéng m& sau khi tiém insulin ( hoac;éphi iai mé& & ving tiém).

Tuy nhién, loan dudng mé co thé giam téi thidu bing cach ddi bén tiém.

-~ Huéng dén cach xir tri ADR

Cac phan tng tai chd s& dgn hét trong qug trinh diéu tri.

Teo I¢p m& dwdi da; Co thé diéu tri khoi bang cach tiém insulin ddng vat tinh khiét hon hay insulin ngudi vaoe trong hay xung quanh chd bj tea.
Phi dai mé m&: C6 thé tranh dugc bang cach luan chuyén chd tiém thube.

Ha glucose I:l’.ggt: Ngudri bénh phai biét cac d&u hiéu béo tréc (thi du ra md héi, hoa mét, run) va cé thé vurot qua dwec béing cach an thirc an

udng n
Théng bgo ngayngi?; béc si ciia ban céc téc dyng khéng mong muén gép phal khi sir dyng thuéc

ey lYLeréﬁAﬁcéH D?r’;-?é chi nhitng trwéng hop 1& méi tiém bé
b dung: t m d a, chi nhitng ngoai Ié méi tiém bap.
Ligu ingsuliﬂ du%t thiec hign tai b&nh vién giai ugen déu. Lidu lvgng dugc thég thuéc quyét dinh theo nhu cu ciia m3i ngwdi bénh va phai
duge didu chinh theo két qua gidm sat déu dn ndng d glucose mau. Lidu khoi du thong thureng & ngudi 1¢n 1a tiém khoang 20 - 40 IUingay,
tang dan khoang 2 |U/ngay, cho téi khi dat dwerc ndng 60 glgzose méu mong mudn, Té chic y té the gi6T khuyén cao ndng a9 glucose trong mau
tinh mach toan phan luc déi phai git trong pham vi 3, n 5,6 mmollit (60 d&n 100 mg/decilit) va khong duwgce thap duéi 3 mmollit (55
mg/decilit). Téng liéu méi ngay virot qua 80 1U 14 bét thurérng va c6 thé nghi d&n khéng insulin.
Nhiéu cach didu trj bao gdm dung insulin tac dung ngén hoa tan cling véi mét insulin tac dung trung gian, nhu insulin isophan hodc dich treo hén
hop ingulin kégmm gha hop nhw vay thudng dugc tiém dudi da ngay 2 lan véi 2/3 tong lidu trong ngay tiém trirére biva &n sang va 1/3 con lai tiém
trirdrc bira &n u.
Hén mé dai thao dwdng, nhidm toan ceton: Insulin cling 1a mét phan didu tri thiét yéu trong xi tri cAp ciru nhi&m toan ceton do dai thao dwing.
Chi duge ding insulin tac dugg ngén hoa tan.

u chinh liéu insulin theo néng db glucose mau. )
Tré em: Liéu kh&i dau tiém insulin duge khuyén diing & tré em phat hign sé'm bj tang glucose huyét trung binh va khéng cé ceton nigu [a 0,3 dén
0,5 IU/ kg/ngay, tiém dudi da.

cacdg;é?u'm?h%c: &n tron IAn véi insulin dong vat va insulin tdng hop d hé tir cac nha san xult khac. Nhidu thubc hay sl dung (vi d
I ng ni n vé&i insulin dong vat va insulin op ché tir cadc nha san xu, A u c hay st dung (vi dy
mdt s6 thubc chbng targtg huyét ap, thude tim mach, %mbc lam gidm |ipno% mau, thudc thay thé tuyén gidp, thudc diéu trj dong kinh, salicylate, thubc
khangzinh, thuéc vién tranh thai) c6 thé dnh hwéng dén técdgng ctia insulin va dén hiu qua diéu tri insulin. Bi vay, bénh nhan nén luén thong
béo cho béc §T biét nhirng thubc dung tam thdi hay 1au dai. Néu thubc ma chua bao gitr dung trude do thi phai xin 161 khuyén cla bac sT. Bénh
nhan dén véi bac s7vi nhirng ly do khac ngoai bénh dai thao dudrng thi cling phéi théng bao cho bac sT bi t vé viéc didu tri insulin clia minh.
Thuée va cédc ting tdc ctia insulin: Thubc chen beta, chloroquin, chét e ché ACE, chét ire ché MAQC (antidipressive), methyldopa,
clonidine, pentamidine, salicylate, steroid déng héa, cyclophosphamide, khang sinh nhém sulfonamide, tetracycline, khang sinh nhém quinolon
va con ethyl.

Cic lﬁuécylém gidm tdc dung cia insulin: Diltiazem, dobutamine, estrogen (ca cac thudc vién tranh thai), phenothiazide, phenytoin, hooc mén
giap trang, heparin, calcitonin, corticosteroid, cac thudc chéng vi nit dimg cho nguwai nhigm HIV, vitamin va thiazide lgi tiéu.

QUA LIEU:

Khi diing qua lidu insulin, cac tridu chirng ha glucose huyét xdy ra gbm: d6i dir déi, cdm gidc lo au, kho tap trung, run tay chan, va mdi hoi, ndn.
Tmﬂrngn%qp ha glucose h nhe chi cin udng nwée ngot hodc &n thire an c6 hydrat-carbon. Bénh nhan nén nghl ngoi. Vi vay, bénh nhan dai
thao dudrng nén mang theo ngudi vai vién d g glucose ho3c d6 ngot. Khéng khuyén ag 50 cb la ¢d chira chat béo lam cr_mann;yzu hép thy
glucose. Ha glucose huyét nghiém trong c6 thé dén t¢i co gidt, mét y thire hodc iy wngé Néu bénh nhan hon mé can thiét phai truyen glucose
vao tinh mac?n Néu qua lidu insulin s& gay nén tinh trang hypokalamia (gidm kali mau) dan dén tinh trang gidm treong lyc co (miopathy). Trong
treérng hop ha glucose huyét cip bénh nhan khéng thé &n dwgc nén tiém 1 g glycogen vao co varhogc tiém glucose tinh mach.

BAO QUAN:
Béo quan thubc & nhiét a8 2°C — 8°C. Khang lam déng lanh thudc, tranh anh séng. Bao quan & nhiét 46 khang qua 25°C sau khi m& nip.

HAN DUNG: 36 thang ké tir ngay san xuét. 28 ngay sau khi m& nép & nhiét a9 khang qué 25°C.
TIEU CHUAN AP DYNG: Tiéu chudn nha san xuét.
Nha san xudt:

BIOTON S.A.
Macierzysz, 12 Poznariska Str., 05-850 Ozarow Mazowiecki, Ba Lan.

04-UG-WEF24
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The package insert should be read carefully before use
Consult your doctor if you need more information

SC'UNTM N Prescription drug only

Human Recombinant Insulin

PRODUCT'S NAME: SciLin N (Human Insulin)

INGREDIENTS: Isophane human insulin 40 1U/ml (Ph. Eur. 2007). Exipients: m-cresol, glycerol, phenol, protamine sulfate, zinc oxid, disodium
phosphate dodecahydrate, hydrochloric acid, water for injections.

DOSAGE FORM: Suspension for injection.

DESCRIPTION: SciLin N contains insulin produced by recombinant DNA technology using a special non-disease producing strain of Escherichia
Coli bacteria. The insulin molecule in SciLin N is identical to natural human insulin in compesition and in three-dimensional conformation.
The composition of SciLin N preparation is as follows:

Presentation Ingredients
- : : Human recombinant insulin, m-cresol, glycerol, phenol,
SciLin N (sterile, homogenous isophane suspension rotamine sulfate, zinc oxide, dispdiumg&ospha'?(e dodecahydrate,
of human insulin). Rydruchlonc acid, water for injections.

PHARMACOLOGY
Insulin is a polypeptide hormone output from beta cells of pancreas's Langerhans island. The concentrate of blood glucose is the main factor in

insulin releasing. In normal people, insulin is secreted irregular and much after meal. The blood glucose lowering effect of insulin is due to the m

facilitated uptake of glucose following binding of insulin to sensitive receptors with insulin; especially liver, muscle and fat cells. Insulin inhibits the !

glucose production in liver, increases of using giucose in periphery and therefore it lowers the glucose strength in blood. Insulin also inhibits fat =

analyzing and cetons forming. Besides, Insulin has equated effect caused by effect on transforming of glucid, lipid and protid. Insulin is g

disintergrated in tissues of liver, muscle and kidney. -

Insufin is used in replaced therapy in patients having one part or all part of insulin deficiency. Human insulin produced by recombinant DNA B

technology using a special non-disease producing strain of Escherichia Coli bacteria. Recombinant human insulin is less antigenic than u

conventional insulin preparations purified by recrystallization. -

Human insulin is absorbed through subcutaneous tissue slightly more rapidly than porcine or bovine insulin. Although the plasma half-life is very

short (the half-life of insulin after intravenous administration is only about 5 minutes), the duration of action of most insulin preparations is much

longer due to the way in which they are prepared. Gymnastic and working can low glucose in blood and lead to increase effect of insulin. infection
and obese decrease effect of insulin, Distance and ingredients of meals are also related to effect of insulin.

There are 3 main types of insulin: rapid insulin, medium insulin and long-lasting insufin.

Scilin M is a long-lasting insulin.

In clinical practice, the duration of insuiin action is as follows:

Presentation Onset of effect Maximum effect Duration of effect
Scilin N Within 1.5 hours 3-10 hours Up to 24 hours

PHARMACOKINETICS

In healthy subjects approximately 5% of insulin is bound to blood proteins. Insulin was also detected in cerebrospinal fluid at a concentration of

approximately 25% of total blood serum insulin concentration. Insulin is metabolized by the liver and kidneys, and to a lesser extent in fatty and

muscle tissue. It is eliminated by the kidneys, and minute quantities are also eliminated will bile. The elimination half-life is approximately 4

minutes. Hepatic or renal impairment, often associated with aging patients, may delay insulin elimination and prolong the duration of the

hypoglycemic effect.

INDICATION

- Diabetes type | (insulin-dependent)

- Diabetes type Il (non-insulin dependent) in case of other synthetic anti-diabetic drugs has no effects, diabetic ketoacidosis, diabetic coma,

severse infection, major surgery.

- In emergency case of diabetic ketoacidosis, diabetic coma, hyperosmolar nonketotic syndrome.

- In intravenous injection of nutrition solution for patients having bad-tolerance of glucose.

- Develop glaucoma caused by diabetic.

- Diabetic in pregnancy.

CONTRAINDICATION

- Hypoglycaemia.

- Hypersensitivity to human insulin or any of the excipients.

- Intravenous administration of insulin suspensions.

PRECATIONS

- Any change of insulin (eg. brand, source, purity, strength) should be made with caution and only under medical supervision.
Dose adjustments may be required.

- Patients should inform their doctor if there is any early manifestation of an allergic reaction to any insulin solution as well as to other
medications, foods, canned foods or dyes.

- During insulin therapy, blood and urine glucose levels, HbA1 and blood glucose levels should be monitored.

- Patients should learn to self-monitor their blood and urine glucose levels using simple tests (eg, bar tests). In case the test is not accurate,
the doctor should be informed immediately.

- In different patients, symptoms of hypoglycaemia may occur at different times with different levels of severity. Therefore, patients should learn
to recognize the symptoms of hypoglycemia for themselves. If these symptoms are frequent, even mild, you should still see your doctor
to change your insulin dose or diet.

- Patients switching from animal insulin to human insulin should use a smaller dose of insulin (potentially causing hypoglycemia).
Some patients experience early symptoms of hypoglycemia after injecting animal insulin stronger than injecting human insulin.

Patients with long-standing diabetes meliitus or diabetic neuropathy or patients taking concomitantly with B-adrenolytycal drugs
and achieving an imbalance in the blood glucose level, the early symptoms of the hypoglycemia will also be weaker. If left untreated,
hyperglycemia and hypoglycemia can lead to loss of consciousness, coma or death.

- Patients should visit their doctor reguiarly, especially when starting insulin therapy.

- Itis very important to keep a regular and nutritious diet.

- Gymnastic and working can low glucose in blood and lead to increase effect of insulin (eg, injecting insulin into the thigh before running).

- Patients who intend to travel across more than two time zones should consult their doctor concerning adjustments in insulin injection
schedule, During the fiight, insulin should be keﬁt in hand luggage, not i the luggage compartment (because insufin should not be frozen).

- The requirement of insulin may be affected by high fever; severe infection; emotional stress; gastrointestinal disorders, especially nausea,
vomiting and diarrhea; pituitary, adrenal or tl1yroﬁ§ gland disorders. The usual dose will need to be reviewed by a doctor in these conditions,
and the patient should monitor glucose levels in blood/urine frequently. Adhere fo insulin dosage and proper diet.

- Qver the counter medications (such as colds, fever reducers, pain relievers, appetite suppressants) can also alter insulin requirements.
Therefore, it is important to consult your doctor before taking these drugs.

- In patients with kidney failure, insulin excretion is reduced and the duration of action is longer.

- Patients with diabetes mellitus due to pancreatic disease or diabetes mellitus associated with Addison's disease require very small doses of insulin.

- Patients with pituitary, adrenal, or thyroid disorders also have altered insulin requirements.

- Long-term use of insulin may lead to insulin resistance. Larger doses will be required in these patients.

USE IN PREGNACY AND LACTATION

Use in pregnancy

Pregnant women with diabetes still require insulin. It is essential to maintain continuous good control of diabetes requiring insulin hout

pregnancy as hyperilgcaemia may harm the foetus. Management of the condition may be more difficult since insulin requirement changes during

pregnancy. During the first 3 months of pregnancy, insulin requirements decrease rapidly, so it is necessary to reduce the insulin dose, then
ﬂ_:‘ra ually increase in the second and third months of pregnancy, usually by 75% of the insulin dose before pregnancy. After birth, the requirement
insulin decreases rapidly.

Use in lactation

During insulin treatment it is still possible to breastfeed because this hormone is dissolved in the gastrointestinal tract. Insulin requirements while

breastfeeding are lower than before pregnancy and return to normal after 6 to 9 months.

EFFECTS ON THE ABILITY TO DRIVE AND USE MACHINES

Itis not known if correct dosing of insulin may affect the ability to drive or operate machinery. However, hyperglycaemia may lead to disturbances

of the central nervous system affecting vision and distance assessment. Patients should be cautions when driving or using machinery in situations

where considerable differences in blood glucose concentration may occur, such as at the commencement of insulin treatment, change of insulin

preparation, when under stress, and during excessive physical exertion.

Itis recommended to manage blood sugar during long trips.

DRUG INTERACTIONS

Many frequently used drugs affect the action of insulin, Concomitant use may require dose adjustments of SciLin. Patients under insulin treatment g

should always inform their doctors if taking other medications. =

The following substances may reduce the patient's insulin requirements: Oral hypoglycaemics, beta-blockers, chloroquine, ACE inhibitors, MAQ ==

inhibitors (antid ives), methyldopa, clonidine, pentamidine, salicylates, anabolic steroids, cyclophosphamide, sulfonamide antibiotics, =

tetracyclines, antibacterial quinolones, alcohol. -

The following substances may increase the patient's insulin requirements: Diltiazem, dobutamide, estrogens (including oral contraceptive), =

phenothiazides, thyroid hormones, heparin, calcitonin, corticosteroids, antiretroviral drugs for people with HIV, vitamin and thiazide diuretics. -

[}
ADVERSE REACTIONS =
Hypoglycaemia

Symptoms of hypoglycaemia usually occur suddenly. Th%may indude: hyperhydrosis; dizziness; trembling; sensation of hunger, anxiety, tingling
sensation in hands, feet, lips or tongue; concentration disturbances: sleepiness, sleep disturbances; loss of self contral; dilation of the pupils;
visual disorders; speech disturbances; depression; irritability. Severe hypoglycaemia may lead to unconsciousness and may result in temporary
or permanent impairment of brain function or even death.

Hyperglycaemia '
In patients suffering from type | diabetes, Rroﬁlgged hyperglycaemia can result in ketoacidosis. First symptoms that appear within hours, or even
days, are: nausea, vomiting, drowsiness, flu dry skin, dry mouth, increased urination, thirst and loss of appetite as well.as acetone-like odour
uor: I:ha breath. If uncorrected, hyperglycaemia can lead to ketoacidosis, dehydration, coma and death.

ers

Other adverse events that occasionally occur during treatment with biosynthetic insulin are: allergy to insulin, insulin resistance, post-insulin
!ipodgstrophy (atrophy or over-growth of fat tissue in the area of injection). However, lipodystropy may be minimized by rotating the site of

injection.
Patients should inform their doctor if they experience any adverse reaction while using the product.

DOSAGE AND ADMINISTRATION

Route of administration: subcutaneous injection, intramuscularly only in exceptional cases.

Scilin N is generally administered 15 -30 minutes before meal, only once per day. It should be rolled by hands before use to return suspension.
Starting insulin treatment is practiced in hospitals. The dosage is determined by the doctor according to the needs of the patient and is adjusted
in accordance with the blood glucose level. Close blood giucose monitoring is therefore recommended. The starting dosage in adults is usually
between 20 and 40 IU/day, then the dosage is increased about 2 IU per day until obtaining the desirable blood glucose level. World Health
Organization (WHO) recommends that the fotal blood glucase level in vein of hungry patient must range between 3.3 and 5.6 mmol/L (60 and 100
mg/dL, respectively) and must not be less than 3 mmol/L (55 mg/dL). The total dosage over 80 IU/day is abnormai and this may be due to insulin
resistance. May be using short-acting soluble insulin together with medium-acting insulin such as insulin isophane or mixture suspension of isulin
and zinc. This mixture is injected subcutaneously twice daily with 2/3 of total dailédosaga is in{'ected before the breakfast and the remaining part
is injected before the dinner. In case of diabetic coma, hyperketonemia: Insulin is an essential part of emergency treatment for hyperketonemia
due ta diabetes. Only using short-acting soluble insulin in this case. Insulin dosage is adjusted in accordance with the blood giucose level.
Children under 12 ;ears old: the starting dosage of insulin is recommended in children who is determined hyperglycaemia soon and non-ketonuria
is between 0.3 and 0.5 IU/kg/day, use for subcutaneous injection.

Use in renal and hepatic impairment, people over 65 years old: Insulin is metabolized mainly in the liver and kidneys. Its duration of action is
prolonged in patients with kidney or liver impairment. Dose reduction is required in these patients.

OVERDOSE

Overdose causes hypoglycaemia (see Adverse Effects). In case of mild hypoglycemia, just drink soft drinks or eat foods with carbohydrates. The
patient should rest. Therefore, diabetics should carry some sugar, glucose or sweets with them. Itis not recommended to eat chocolate containing
fats that slow down the absorption of glucose. Severe hypoglycemia can lead to seizures, loss of consciousness, or death. If the patient is
comatose, it is necessary to give glucose intravenously. An overdose of insulin will cause hypokalamia (hypokalemia) leading to a decrease in
gz;zcﬁlgn tor;e.l In case of acute hypoglycemia, the patient is unable to eat, so 1g glycogen must be injected into the muscle and/or intravenous
i Of glucose.

PRESENTATIONS
Box of a vial of 10ml

STORAGE CONDITIONS
Store at 2°C to 8°C. Do not freeze. Protect from light. Opened vials can be stored at temperature up to 25°C for 28 days.

SHELF LIFE: 36 months from the date of manufacturer. 28 days after opening the vial at temperature up to 25°C.

SPECIFICATIONS: Manufacturer's.

Manufactured by:

BIOTON S.A.

Macierzysz, 12 Poznarnska Str., 05-850 Ozaréw Mazowiecki, Poland.
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