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Tema n. 2 
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Vedi allegato di seguito. 
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1~'rSfJ.ITO;P!ffL'~.TADmI AtèN~.LIlA~~SlONE DI FARMACISTA 

PAtMASESsION'E%OU 


PWDVA t*Afrtk PIVi'à tifi tittmO'Stirtriltltb del farmaco 


cògtrO'rt1'e e hGme..... •-....... .- .'••••.••••••••••• -' ••••••••••••••••••••••••.•••••• 


1l(J,~ttQto,(;;:QtrSìgte&~~~ittietttQ·dldtJff'fam.,. 

Per ogni farmocO' vIene fornilo il profilO' sperimenfale (sequenza delle analisi 
effettuate] ed U'trCl irìoieCIZione di pdssibHi for1YlOci candidati corredati dalle 
rispettive monografie provenienti dolio Farmacopea Europea (Ph. Eur. 8.). 

AI candidato viene riChiesto di: 

• individuerei! fortnt'Jè'O che megfio cOOi~pond'eal profilo fornito; 

.. mO'tivare l'Jre~emé'nté lO propria scelto; 

.. pro:porrè un'ulteriore provo sperimentale CI C'on'ferma della scelta effettuata. 




~1N'"~ntba~I~:Pfi1/fO(~ 

n'tarl11Qco In esome si presenta come unO pèl'vere Cristallina bianca o quasi 

bldhca ed ha una solutlmtà in òcqua pari a 1 g/ml. 

Quot1dO la soluziorre acquoso del farmocò ccrdìficota con HN03 diluito viene 

trattata con AgNOssi origina un precipitato bionco caseoso. 


In oose a qlJ'este caratteristiche ed CI tOle comportamento sono stati individuati tra 

ì formcci a disposizione 3 possibili candidati: ~rina cloridrato, procaina 

Clo'trtlmto, difér1idrQmir'ra clOrtdrato. 


. o (à1,..... 01"1 ~ I ~." .1'41'1 	
I~O~N~CH3 	 O~N""'CH3 

.~ CH3 Ha 
HCIcn:. 	 CH3 

H2N~ t'fCI 

efedrina cloridrato 	 p'rbcaina Clotidnlto difenidramina cloridrato 

Tenendo presente che: 

• 	 trattando lo sollJzione del forthoco rn questione in HCI diluito con NaN02 e 
5uccèssivcrmenté con unù soluZione di ~ntlftolo non si osserva alcun 
cQmb;iamenfo di colorazione; 

• 	 Id soluzione acqwosa del farmaco in ClU'e"stione non mostra reattività in 
presenza di CUS04 in ambiente bcasico; 

indìc:ore quale farmaco corrisponde al profilO sperimentale fornito motivando 
brevemente tale scelta e proporre almeno un'ulteriore prova sperimentale per 
validare lo scelta effettuato. 



Rlr:otrO!è:!imé'ttto ciel fatrnCco: secontfo tfct:Jft'O«:11mmto 

Il fdrmaco in esame si presenta Comé polvere cristallina bianca o quasi bianca 
Con una solubiUtà in acqua pH dIpendenté (diminuisce a pH acido). 

Quando la soluzione del farmaco in NoOH diluito viene trattata con FeCb si 
sviluppa una colorazione violetta che persiste ClllChe dopo aggiunta di CH3COOH. 

h', oose Cl queste cOrc:ltterrsticne ed a tale éòmpoftd'ftiento sono stati individuati tra 
ifo'l111oci a dispO'sitione 2 possibili candldatì: tteR!f;6 saJictrrco e sallcilato sodico. 

~.~. 2 0O 	OH - Na' 

~OH ~OH 
acido salicilico sodrO salieilato 

Tenendo presente che: 

.. 	 il faJmerco in questione ha uno solwbllitàpdrl a circa 1 g/I in acqua e che 
è1u'è'Sto risulta decisamente più elevato {circo 1 Q/mi} in EtOH 

indtéare a quale dei due farmaci corrisponde il profilo sperimentale fornito 
motivando tale scelta e prOpofre almemo un'uli"eriOre prova sperimentale per 
vdndore lo scelta effettuata. 
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2.3.1. mENTIFICATION REACTIONS 
OF IONS AND FtJNCTIONAL GROUPS 
ACETATES 

a) Heat the substanC:e fu be e:i:'alllined wìtb <In equal qumUty 
òf oxalil: /lcid R. Add vltpours wìtb the characte'risliC ad.61l1' ai 
afiefic acid aie libented, shoWing <In acid reaètion (2.2.4). 

b) DissOlve abolIt 30 mg of th'e substance to be è%wiiled ln 
2> tnL or W/ltè/" R dI' use 3 tnL et tbe presctibed soluti.on. Add 
SlK:cessìvèly 0,25 mL etU:tnthanum nittate solutii:tn R, 0.1 mI. 
df 0.05 M iodì1le and 0.05 mL of diIlJte ammlJttia R2. Hea:t 
~milly tu boiling. Within a few ininutes a blue predpitate iS 
fotmed or a diltk blue colour dl!Velops. 

ACETYL 

In a test·tube about 180 !Dm long and 18 = in extemal 
diameter. plaèe about 15 mg of the substance to be examined. 
or tbe prescribed quantity. and 0.15 mL ofphosphoric acid R. 
Close the tube with a stopper through whidl passes a small 
test-tube about 100 nun long and 10 mm in external dìametet 
contà,ining water R to ad as a condenser. On the outside tJf 
tne smal1er tube, hang a drop of lanthanum nirrate so/utìon R. 
EXì:ept for substances hydrolysable onIy with difficuhy. piace 
the apparatus in a water-bath for 5 min, then tàke out tbe 
smàller tube. Remove tbe drop and tnix it with 0.05 mL of 
0.01 M iadine on a tile. Add at the edge 0.05 mL of dilute 
ammDn'ia R2. Mer l min to 2 inin, a blue colour devcl.aps 
at the junaion of thc two rlmps; tbe coloU!' intensifies and 
persists for a mort time. 

For substances hydrolysable only with difficulty heat thc 
tnixture slowly to boiling over an open flame md then proceed 
as prescribed above. 

ALKALOIDS 

Dissolve a few milligrams of the substance to be examined, 
or the prescribed quantlty, in 5 mL of water R, add dilute 
hyì:lrochloric /lcid R until an acid reaction occurs (2.2.4), then 
1 mL ofpolilS$ium iodobismuthate solution R. An orange or 
Ol'ange-red precipitate i5 formed immediately. 

ALuMINlUM 

DissOlve about 15 mg of the substance to be exatnined in 
2 mL of water R or use 2 mL of the prescribed solution. Add 
about 0.5 mL of dilute hydrochloric acìd R and about 0.5 mL 
oE thioacetamide reagent R. No precipitate is forrned. Add 
dropwìse dilute sodium hydroxide solution R. A gelatinous 
white precipitate is formed which dissolves on further 
addition of dilute sodium hydroxide solution R. Gradually 
add ammonium eh/oride solution R. The gelatinous white 
precipitate is re-formed. 

AMINES, PRlMARY AROMATIC 
Acidify the prescribed solution wìth di/ute hydrochIorie acid R 
and add 0.2 mL of sodium nitrite solution R. Alter 1 inin t'O 
2 inin, add l mL of ~-naphthol solution R. An intense orartge 
or red colour and usually a precipitate of the same colour are 
produced. 

AMMONIUM SALTS 

To the prescribed 50lut10n add 0.2 g of m/lgnesium oxide R. 
Pass a current of air through the tnÌll:ture and direct the gas 
that escapes just beneath the surface of a mixture of l mL of 
0.1 M hydrochloric acid and 0.05 mL of methyl red solution R. 
The colour of the indìcator changes to yellow. On addition 
of l mL of a freshly prepared 100 g/L solution of 50dium 
cobaltìnitrite R a yellow precipitate is formed. 

GeneraI Notice5 (l) app/y to ali monographs and other texts 

2.:U.Mlltiftr.:irlbnnlirctions of ions and functional groups 
LA"oIIÌo;,~"':'':: 

AMMomt1N:ì SALTS AND SALTS OF VOLATILE BASES 
DiSlrolYeìtbatit 20 mg of the substance fu be examined in 2 mL 
ofwdtè't Rdr mi: 2 mL of tbe prescribed solution. Add 2 mL of 
drlÌtlte S1ilfillffllfyatoxide solution R. On heating, the solution 
gives off Vàpuur tnat can be identmed by its odour and by its 
allWilie reàction (2.2.4). 

ANTlMON'Y 
Disliol've with gèfttle heating about lO mg of the substance 
to be e'x:\iìlIitterd. in a solution of 0.5 g of sodium potassium 
fltffrdte k in 10 mL of water R and allow to cool: to 2 mL 
of th:is soli:rtkm; or to 2 mL of the prescribed solution, add 
Sl:Jdiifm rti/:fi/i:le SIì/rttion R dropwìse; m orange-red precipitate 
is fuftl'led whicli di-soolvéS on addition of dilute sodium 
hydroxrdl1 soluÌ'iotl R. 

A.RSÈNIC 
Heat .5 mL of tbe prescribed solution on a water-batb wìtb 
an eqìW volume of hypophosphorous reagent R. A brown 
precipitate is forl'lled. 

BARBITURATES, NON-NITROGEN SUBSTITUTED 
Diss'Olve about 5 mg of the substance to be exatnined in 3 mL 
of methohol R, add 0.1 mL of a solution containing 100 glI.. 
of eobalt nitrate R and 100 g/L of calcium eh/oride R. Mix 
and àdd, With shaking, 0.1 mI. ofd/Iute sodium hydroxide 
solution R. A \'iòlèt-blue colour and precipitate are formed. 

BBNZOATBS 

a) To 1 mL òf thé preséribed solution add 0.5 mL offorric 
ch'Iofide sdlrtffun R1. A dull-yellow precipitate, soluble in 
ethèr R. rs fdtméd. 
b) Place 0.2 g of tbe substance to be examined, treated ii 
ne'ccssary as prt:scr1bed, in a test-tube. Moisten wìth 0.2 mL to 
0.3 mL ofsulfurit acid R. Gently warm tbe bottom of the tube. 
A white subIirnate ìs deposited on the inner wall of the tube. 

c) Dissolve 0.5 g of tbe substance to be examined in lO mL 
of water R or UIie 10 mL of the prescribed solution. Add 
0.5 mL of hydrochlorie acid R. Tbe precipitate obtained, after 

crystallisatiOIl from warm water R md drying in vacuo. has a 

melting point (2.2.14) of 120 ·C to 124 ·C 


BISMUTH 

a) To 0.5 g df the 5ubstance to be examined add lO mL ofdilute 
hyd1'Oi:hliftìc Ittid R or use lO mL of the presaibcd solution. 
Hatt to boiling fuI' 1mio. eool and filter if necessary. To 
l mL of the solutioÌl obtained add 20 mL of water R. A white 
ai slightly yellow precipitate is formed which OD addition of 
0.05 mL to 0.1 mL of sodium 5ulfide so/ution R turns bro'l\'Il. 

b) To about 45 mg of the substance to be examined add lO mL 
of dilute nitrìc add R or use IO mL of the prescribed solution. 
Bail for l min. Allow to cool and filter if necessary. To 5 mL 
of the solution obtained add 2 mL of a 100 g/L solution of 
thiourea R. A yellowìsh-orange colour or an orange precipitate 
is fcrrmed. Add 4 mL of a 25 g/L solution of sodium fluoride R. 
The solution rs not decolorised within 30 inin. 

BROMIDES 
a) Dissolve in 2 mL of water R a quantity of the substance to 
be exarnined eqUivali:nt to about 3 mg ofbrornide (Br-) or 
use 2 mL of tbe prescribed solution. Acidify with dilute nitric 
acid R and add 0.4 mL oE siIver nitrate so/ution Rl. Shake and 
allow to stand. A curdled, pale yellow precipitate i5 formed 
Centrifuge and wash the precipitate with three quantities, 
each of l mL, of water R. Carry out this operation rapidly 
in subdued light disregarding tbe fact that tbe supernatant 
solution ma.y not become perfecdy dear. Suspend the 
precipitate obtained in 2 mL of water R and add 1.5 mL of 
ammonia R. The precipitate dissolves with difficulty. 
b) Introduce into a small test-tube a quantity ofthe substance 
to be examined equivalent to about 5 mg ofbromide (Br-) or 
the prescribed quantity. Add 0.25 mL of water R, about 75 mg 
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òf li/ad diq;mIe R, 0.25 mI. of acetic adii R and shake geiltly. 
Dry We inSid:é of fuI: uppel" part of the test-tube wìW a pieçe 
af filter paper arìd aIlow to s!and for 5 mm. Prepare a sttìp 
ofsUitable filter paper of appropriate SLze. I:tn:pregnate it b]' 
ClIpillatity. by dipping We tip in a drop of decolorised fttcltsin 
solutitm R attd introduee the impregnateci part iIlllÌlediarely 
itittl the tube. Starting &om the tip, a violet colaur apPllll.rs 
Wllliìil. lO s Ih'at is clearIy diStinguishlìble fi'I:Il11 me l'ed colout 
òf fuchsln. whi<::h ma)' be Vi>iblè ,,:Il a small area at me (<Yp C1f 
tlte impt1ì'gtlàted Itart of tb:e paper strip. 

cALtr\JM 
a) To 0.2 :ìtlL 6f a neutral solution contaib:ing a qtìal:ltìty m 
t:b:e sul:ìsta:b:ee lo be eilU1tined eqUivaleJ:it to almut 0.2 mg (J{ 
ca.ldum (Caz+) per millilitre or to 0.2 mL ai th:e prescribed 
solUfion add 0.5 mL of a 2 gfL solution ofglyuxalhydro;tyanil R 
i.n ethanol (96 per certt) R. 0.2 mL of dilute sodium hydt€1Xidi? 
50lution R md 0.2 mL ofsodium carbonate solution R. Shalce 
with 1 mL to 2 mL of chlorofarm R and add l mL to 2 mL of 
,.rater R. The clùoroform layer is ooloured red. 

b) Dissolve about 20 mg of the substance IO be examined or 
ilie ptescribed quantity in 5 mL ofacetic acid R. Add 0.5 mL 
ofpotassium ferrocyanide salution R. The s6lution r'enraillS 
citai'. Add a'bollt 50 mg of ammanium chlartde .R. A wli:ìte, 
~t'WJine ptetìpitlite is futmed. 

CARBONATES ANO BlCARBONATES 

Introduce into a test-tube 0.1 g of the substance to be 
examined and suspend in 2 rnL of water R or use 2 mL of th:é 
prescribed solution. Add 3 mL ofdilute acetie acid R. Clooe tlre 
tube inunediately using a stopper fitted wìth a glass tube bent 
twice at right angles. The solution or the suspension becomes 
effervescent and gives off a colourless and odourless gas. 
Heat gentIy and oollect the gas in 5 mL ofbarium hydroxide 
so/ution R. A white precipitate is formed that dissolves on 
addition of an excess ofhydrochlaric acid RI. 

CHLORIDES 

a) Dissol\""e in 2 mL of water R a quantity of the sùbstance lo 
be éXamÌned equivalettt to about 2 mg of clùori'de (CI-) or use 
2 :ìtlL of the presçtibed solution. Acidify with dilute nitrìc 
!l'Cid R and add 0.4 mL ofsì/ver nitrate solution RI. Shake 
alld allow to stand. A curdled. white precipitate is formed. 
Centrifuge and wash the precipitate with three quantities, 
earo of 1 mL, of water R. Carry out this operation rapidly 
in subdued light, disregarding the fad that the supematant 
solution may not become perfectly dear. Suspend the 
precipitate in 2 mL of water R and add 1.5 mL ofammonia R. 
The precipitate dissolves easily wìth tlre possible exeeption af 
a few large particles wIDch dissolve slowly. 

b) Introduce into a test-tube a quantity ofthe sub'stance to be 
examined equivalent to about 15 mg of clùoride (Cl-) or the 
prescribed quantity. Add 0.2 g ofpatassium dichromatè Rand 
1 mI'. of sulfuric add R. PIace a filter-paper slrip iìtJpregnated 
with 0.1 mL of dipheny/carbazide solution R aver the opeiling 
of the test-tube. The paper turns violet-red. The impregnateli 
paper must not corne into oontact with the patassium 
dichromate. 

CITRATES 

Dissolve in 5 mL of water R a quantity of the substance to 
be examined equivalent to about 50 mg of citric acid or use 
5 mL of the prescribed solution. Add 0.5 mL of su/furie acid R 
and l mL ofpatassium permanganate salutian R. Warm unti! 
the colour of the permanganate is discharged. Add 0.5 mL 
of a 100 g/L solution of 50dìum nitroprusside R in di/ute 
sulfuric acid R and 4 g of sulfamie add R. Make alkaline wìth 
concentrated ammonia R, added dropwise until ali the sulfamic 
acid has dissolved. Addition of an e:xcess of concentrated 
ammania R produces a violet oolour, tuming to violet-blue. 

Es'ttkS 
Ti) àb'ol:it lO mg 01 the substance to be e:xamined or the 
pte'saibe'd qìm::trtity add 0.5 mL of a 70 glL solution of 
hydfl1Xjitmiiife frydtochloride R in methano/ R and 0.5 mL of a 
100 g/L stilutibn l5fpatassium hydroxide R in ethanol (96 per 
C'ertt) R. ~to b'Oiling, 0001. acidify with dìlute hydrochloric 
add R .tn:,;l .. <kl 0.2 inL offelrric ihlorid" solution Rl d.iluted ten 
't:i:meS. A J:jJìd:Sh""rè'd or red coloar is produced. 

fOOIDÈS 
a) Ot~l'Ve a ~tY of the substance to be examined 
eq\liwlèlÌt to aIroUt 4 n:i.g af iodide (I-) in 2 mL of water R or 
~ 2,mLofflteprèscribed salution. Acidify wìth dìlute nitric 
àcUl R a'm add1).4 n:i.l ofsilver nifrate solutian Rl. Shake and 
alIdW to ~ta:ml.. A curdled, pale-yellow precipitate is formed. 
Centi'.ifi.J;glI and wash with tbree quantities, each of l mL, of 
watil'r R. Càtty out thìs operation rapidly in subdued light 
disregarding tlre fatt that the supernatant solution may not 
become perféctlr dear. Suspend the precipitate in 2 mL of 
water R arìd add 1.5 mI. of ammonia R. The precipitate does 
not diss"olve. 

b) To 0.2 mI. af a solution of the substance to be examined 
éòmll:iIti.llg ab!o'I:it S mg of iodide (I-) per millllitre, or to 0.2 mI. 
òfme, pr~l'rè'a s'61u:tion, add 0.5 mL of dilute sulfuric acid R, 
0.1 mL orptftùlGlum dichromate solution R, 2 mL ol water R 
aiJ.'d 2 mL df cllltlr'ufotm R. Shake for a few seconds and allow 
tl) stmd. 'ffte clùòtoform layer is ooloured violet or violet-red. 

IRON 

a) Dissolve a quantity of the substance to be examined 
equivalent to about lO mg of iron (FeZ+) in 1 mL of water R or 
use 1 mL of the prescribed solution. Add l mL ofpotassium 
ferricyanide solution R. A blue precipitate is formed that does 
not dissolve on addition of 5 mL of dilute hydrochloric acid R. 
b) Dissolve a qUatttity of the substance to be e:xamined 
equivalent to about l mg ofiron (Fe"+) in 30 mL of water R. 
To 3 mL of this solution or to 3 roLof the prescribed solution. 
add l mI. of dilute hydrachlaric acid R and l mL ofpot~sium 
thlocya'rrate s"oIatiiJh R. The solution is coloured red. Talce 
!wo p6rtioo:s, Itach al l mL, of the mmure. To one portion 
a:dd 5 mL of itotfmyl akohol Ror 5 mL of ether R. Shake and 
alIow to stalld. The otgatrlc layer is ooloured pink. To the 
o'ther pottiòll add 2 ìnL of mercuric chloride solutian R. The 
red oolour disappears. 

c) Dìssolve a qUarìtity of the substance to be examined 
equìvalent to not less than l mg of iron (Fe3+) in 1 mL of 
water R or use l mL of the prescribed solution. Add 1 mL 
ofpatassium ferrocyanide solution R. A blue precipitate is 
futmed that does not dissolve on addition of 5 mL of dilute 
hydrachloric add R. 

LACTATES 

Dissolve a quantity ai the substance to be e:xamined equivalent 
to about 5mg oflactic acid in 5 mL of water R or use 5 mL of 
the prescrii1ed solution. Add 1 mL of bromine water R and 
0.5 mL of dilute sulfuric add R. Heat on a water-bath until 
the calour is discharged, stirring occasionally with a glass 
rod. Add 4 g of ammonium sulfate R and mix. Add dropwise 
and wìthaut mtring 0.2 mL of a 100 g/L solution ofsadium 
nitraprusside R in di/ute sulfuric acid R. Stili without mixing 
add 1 mL ofcancentrated ammonia R. Allow to stand for 
30 min. A dark green ring appears at the junction of the two 
liquids. 

LEAD 

a) Dissolve 0.1 g of the substanee to be exa.mined in 1 mL 
of acetic acid R or use l mL of the prescribed solution. Add 
2 mL ol potassium chromate solution R. A yellow precipitate 
is forrned that dissolves on addition of 2 mL of strong sodium 
hydroxide soItttion R. 

See the information section on generai monographs (cayer pages) 120 
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h) lJissotve 50 mg of the substmce to be e:xam.itIed ìn l mI. 

of atetic add 11. or use l mL of the presctihed solution. Add 

lO m df water R and 0.2 mL òfpottusium icJdide Sd/ìitidn R. 

A ycllòw p:redpìtate ìs formed. Heiìt lo h'<li.lfug for l min tb 

2 min. 'The precipitate di&solves. Alldwto couI. The pt~t1i.te 

iSre-'fc1trtied llS gliStèfiìng, rèlldw pla:tes. 


.M;A<JN'ES'ruM 

Dll:i<nlvè ab;;iUt 15 rog of the s'UbstanCè ID 11e ~ed in 

2 mL oi watl!r R or ùsé 2 m ai the pfe'scfil)ed solUtion. 

Add l ttìL af d11utè ammò/l'ia RI. A white precipitate is 

formed that dissalves on additinn of l mL of am1ndilium 

chlar'de sdlUtian R. Add l m ()f disodiU1n hydrogen phosphatè 

so/ution R. A white crystalline precipitate is fonned. 


MERCURY 

a) PIace about 0.1 mL of a solution of the substance to be 

eli:amined on well-scraped copper foiI. A dark-grey staìn that 

bì.:romes shiny on rubbing is formed. Dry the foil and heat in 

a te:s1:-tube. The spot disappears. 

b) To thept't'sctibed solìltionaidddi/ute Miìuffl hydtoXide: 

SlJtllttlQn RUJ1tll sfìOtìgly a:.Ika.Iirte (2,2.4). A dèD:se ye1lffW 

ptecipitate ìs fotl'ìì:ed (m:ercutic s'alts). 


NITRATES 

To a mixtute ofO.l m of f1itrobeni!ene R and 0.2.it1L oi 

sttlfurie acid R, add a quantity of the powdered substmce 

equivalent to about 1 mg of nittate (NO;) or the presc:ri11ed 

quantity. Allow to stand for 5 min. Cool ìn iced water and add 

slowly md with mixing 5 mL oi water H, then 5 mL oC strong 

sodium hydroxide solution R. Add 5 m oC acetone R. Shake 

md allow to stand. The upper laya is coloured deep violet. 


PHOSPHATES (ORTHOPHOSPHATES) 

a) To 5 mL of the presctibed solution, neutra1isèd iinet"eS1ììù'Y, 

add 5 mL ai si/ver nitrate solutìon Hl. A yellow Ftecipitate is 

formed whose colour ìs nm changèd by boilittg and which 

dissolves on addition ofammonia R. 

b) MiX l mL of the presc:ribed solution with Z mI. oC 

molybdovanadic reagent R. A yellow coloùr dev-èlops. 

POTASSIUM 
a) bissolve 0.1 g of the substance to be examined in 2 mL of 
water R or use 2 m oi the prescribed solution. Add l mL 
oi sodium carbonate so/ution R and heat. No precipitate 1S 
formed. Add to the hot solution 0.05 mL of sodium sulfide 
solutlo"fl R. No precipitate is iormed. Cool ìn iced water and 
add 2 mL of a 150 glL solution of tartarie acid H. Allow to 
stando A white crystallìne precipitate is formed. 
b) Dissolve ahout 40 mg oCthe substance to be examined in 
1 mL of water R or use 1 mL of the prescribed solution. Add 
l mL of di/llte acetic acid R md 1 m of a fremly ptepa:red 
100 g/L solution of sodium eabaltinitrite R. A yelldw or 
orange-yelJow precipitate is formed immediately. 

SALICYLATES 

a) To l mL of the prescribed solution add 0.5 .itlL oCferric 
eh/aride solution RI. A violet colour ìs produced that pèrSists 
afta the addition of 0.1 m of acetic acid R. 
b) Dissolve 0.5 g oi the substance to be examined in lO m 
of water R or use lO mL of the prescribed solution. Add 
0.5 mL of hydroch/oric acid R. The precipitate obtaìned, after 
recrystallisation from hot water R and drying in vacuo, has a 
melting point (2.2.14) of 156·C to 161 ·C. 

SILlCATES 

Mix the prescribed quantity of the substance to be examined 
in a lead or platinum crucìble by means of a copper wire with 
about lO mg of sodium fluaride R and a few drops of sulfitric 
acid R to give a thin slurry. Cover the crucible with a thin. 
transpatent plate ofplastic unda which a drop of wl1.tèr R iì 
suspended and warm gentIy. Within a short time a white ring 
1S rapidly formed around the drop oi water. 

Generai Notices (1) app/y to ali monographs and other texts 

13.1. ld~tiGll reactions of ions and functional groups 
"' ..~' 

SIl~ 

~lv'eàbtto:t 10mgofthesubstanceto beexamined in 10m 
gi wi:#èt RÒr~1 O .itIL of the prescribed solution. Add 0.3 mL 
c;jf ìtjdrl:iè11lVrie Ilcill RI. A curdled, whlte precipitate is formed 
thatd'iSS'dlvéS~ob. addItion 00 m oi di/ute ammonia RI. 

sonì"!.lM 
a) bisro1ve'Ò;( g or the sllbstance to be examined in 2 m of 
wiLttit R dì' ~~2 mL of the prescribèd solution. Add Z mL 
ai a ISO fIL salutlon ofpotassium carbonate R and heat to 
bdilfug. NèI ~dpita:te is formed. Add 4 m ofpotassium 
pyròan'timlihme sO!ution H and heat to boillng. Allow to eool 
ìn iced w.ttet and iineèessary rub the inside of the test-tube 
wi"th a pS's rodo A dense white precipitate i5 formed. 

b) Dissolve a quantity of the substance to be examined 
equivalent fo aooùt 2 mg of sodium (Na') ìn 0.5 mL of 
wateT R OT use 0.5 mL of the presctibed solution. Add 1.5 m 
of methOXJ1:lhenylacetic reagent R and cool in ice-water for 
30mm. A voll:ìtcùb:dns, white, crystalline precipitate is formed. 
li1iIi:"e ili ~ atZO ·C md stir ior 5 mm. The precipitate 
~dm!s ilot~. Add 1 m of dilute ammonia Rl. The 
pre-.:lpìWé ~dlS'liOIYés eOIìlplete1y. Add l mL oi ammonium 
carbo'n:ate tòlufidn R. No precipitate is formed. 

SULFATÈs 

a) DissolVe about 45 mg of the substance to be examined in 
5 m of Wl1.ter R ot use 5 mL of the prescribed solution. Add 
l mL of dilute hydrochloric acìd R and l m ofban'um ehloride 
so/ution RI. A white precipitate is formed. 

b) To the suspension obtaìned during reaction (a), add 0.1 m 
ai 0.05 M iadine. The suspension remaìns yellow (distinction 
from suliites and dithionites). but is decolorised by addìng 
dropwise stannIJus ehloride solutìon H (distinction from 
iodates). Boil the mixture. No coloured precipitate i5 iormed 
(distiilction frtlin se:lenàtes and tungstates). 

TARTP.ATBS 
a) Dissolve a:bGut 15 mg òf the substance to be examined 
in 5 mL ofwMer Ror use 5 mL of the prescribed solution. 
Add 0.05 mLof a lO gIL solution offerrous sulfate R and 
0.05 mL of dllute hydragen peroxide so!ution R. A transient 
yel10w colour ìs produced. After the colour has disappeared 
add dilute sodium hydroxide solutìon R dropwise. A violet or 
purple colour is produced. 

b) To 0.1 m oI a solution oi the substance to be ex.amined 
contaimng the equivalent of aoout 15 mg of tartarie acid per 
millilitre or to 0.1 m ofthe prescribed solution add 0.1 mof 
a 100 gIL solution oipatassium bromide H, 0.1 mL of a 20 glL 
solu:tiòl'l of r~cìno/ R and 3 mL of sulfuric acid R. Heat on a 
water-bath fi:lt 5 min to lO min. A dark-blue colour develops. 
Allòw to c601 md paur the solution into water R. The colour 
changes tu red. 

XANTHINES 

To a few milUgtatns oi the substance to be examined or the 
presctibed quantity add 0.1 mL oi strong hydrogen peroxide 
solutìQ"fI H md 0.3 mL of dilute hydroehlorie acid R. Heat 
to dtyness on a water-bath until a yellowish-red residue is 
obtaìned. Add 0.1 mL of dilute ammonia R2. The colour of 
the residue changes to violet-red. 

ZINC 

Dissolve 0.1 g oi the substance to be examined ìn 5 m of 
water R or Use 5 mL oC the prescribed solution. Add 0.2 m 
ofstrong sodium hydroxide so/utian R. A white precipitate 
is iormed. Add a further 2 mL oi strong sodium hydroxide 
solutloll R. The precipitate dissolves. Add lO m oC ammonium 
ehloride solulion R. The solution remaìns dear. Add 0.1 m 
of sodium Sù/fide sò/ution R. A tloccu1ent white precipitate 
is formed. 
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1. GeneraI not'ices 

SolUbilitY. In statèItlent~ of solubìllty in ili/: C1ruìrctets 
sei!t1òfi. ilié téIDls used haVe me fòUowmg s:igrùlicance, 
refmtd to a temperlitUre bèe\\ieèfi 15 ·C md 25°C. 

D\!rui~ tèl1i1 ~'8:te'...o1mtléofs\)~m~ 

~w"wlùu 
V"",Kiltlbll! lesi; tb;m 

Fteelysòlubl:e [rom tb io 

SoInhle froln lO to 30 

Sparlngly soIuble from 30 to 100 

Slightly soIuble from 10'0 to 1000 

Very sliglìtly soluble from lOro tu 10000 

Practiclilly ìilSolUhle more !Ì!an 1"0000 

1'hè term pa:rtly solublè' is US'e'd to desCribe a miXt1:lre ~ 
Ohiy some of the èompone.o.ts disscì!>'e. Th'e te'tt11 'misd.ble' ili 
ùsed to dextibe a liquid that is miscible in al! propottiotls 
With the stltted so!vent. 

IDENTIFiCA TI0N 
Scope. The tests giVètl in the Identificatio:n seétÌun ate fiOt 
designed ID give a full confirmàtioÌl of the chetnical sttucture 
or composition of the producti they are intende'd to give 
confirmation. with an acceptable degree of assurance, that ttle 
article conforms to the description on the label. 

First and second identifications. Certain monogra:ph.s 
have subdivisions entitled 'First identification and 'Seco:nd 
ide.o.tificatiOIL The test or tests that constitute the 'Fìrst 
identification may be used in ali drcumsrances. Tbe test or 
tests that conStitute the 'Second identilication' may be uscd 
in phannades provided it can be demonstrated that the 
s\lbstance or preparation is fuIly traceablè fo a batch éer'tifred 
to compIy with ali the other requiretnen:ts òf we monogr.tp'h. 

Certain monographs give MO or more set5 of tests fur the 
purpose of the first identification, which are equivalè:tlt 
and may be used independently. One or more of these sets 
usualIy contain a cross-reference to a test prescribe'd in tbe 
Tests section of tbe monograph. It may be used to simplify 
tbe work of tbe analyst carrying out the identification and 
the prescribed test5. For example. one identification set 
cross-refers to a test for enantiomcric purity while the otber 
set gives a test for specific optica! rotation: the intended 
purpose al !he two i5 the same, that is, verification that the 
correct enantiomer is present. 

Powdered herbal drugs. Monographs on herbal drugs may 
contain schematic drawings of the powdere'd drug. These 
drawings complement the description gìven in tbc relevant 
identification test. 

TESTS AND ASSAYS 

Scòpe. The requirements are not framed to tm aCCGunt of1ù1 
possible impurities. It is not to be presumed. for examplè. tha:t 
an impurity tbat is not detectable by means of the presaibèd 
tests is tolerated if common sense and good pharmaceutica! 
practice require that it be absent. See also below under 
Impurities. 

Calculation. Where the result of a test or assay is required 
to be ca!culated with reference to the med or anhydrous 
substance or on some other specified basis. the determination 
oflos5 on drying. water content or other property is carried 
out by the method prescribed in the relevant test in the 
monograph. The words 'dried substance' or 'anhydrous 
substance' etc. appear in parentheses after the tesult. 
Where a quantitative detertnination of a residual solVent is 
carried out and a test for 10ss on drying is not carried out, 
the conte.o.t of residual solvent is take.o. futo account for the 
calculation of tbe assay content of the substance, the spècific 
optical rotation and the specific absorbance. No further 
indication i5 given in the 5pecific monograph. 

EUROPEAN PHARMACOPOEIA 8.2 
, , ... -,,-,-"~ 

Li:i'nhs;Tfre Ì!:mits ptescribed are based on data obtained 
ilim:ft!:riàlifialyutal l'raetice; they take account of normal 
atial1ti<:a1f lifr~, <lf aCcèptàbIe variations in manufacture and 
ètlffIl'~md df det:erioration to an extent considered 
àeceptabìe. NOfuttber toletances are to be applied lo the limits 
prèsdi'tiet1 todeteìminewhèther the artide being examlned 
c~r.resWìtli dte requitements of the monograph. 
In deteI't!'Ì'iiilirg co:tnpliance with a numericalllinit, the 
c;\Ù~ téS\.Ù'tòf a test or assay is first rOWlded to the 
number fJ( si!lfificant figures srated, unless otherwise 
presttibed. The limin. regardless ofwhether the values are 
exptessed às pettentages or as absolute values, are considered 
s:ignificaììt fu the last digit shown (for example 140 indicates 3 
stgnificantfi:gates). The last figure of the result is increased by 
òne when fh:e pm rejecte'd is equal to or exceeds one half-unit, 
Wb:ereas it is'ItO't modified when the part rejected is less than a 
JW.f~Wìit. 

lbdlàif1éJì1bf]fermì.lti:d limit of impurities. The acceptance 
Criteria fot tIélà'tetl substances are expressed in monographs 
eìth~ ili t'eftfis (jf cdmparison ofpeak areas (comp arative tests) 
or as ttiln~ti'(:1d values. For comparative tests, tbe approximate 
cofiten:t of impun'ty tolerated, or the sum of impurities, may 
be indicared in brackets for information only. Acceptance 
or rejeCtiotl lS determined on the basis of compliance or 
non-compliance with the stated test. If the use of a reference 
substance fCfr tbe named impurity is not prescribed, this 
content may be exprèssed as a nominaI concentration of the 
substance used to prepare the reference solution specified in 
the moIWgI'ìlph, unless otherwise described. 

Herbal dn'rgs. For herbal drugs. the sulfated ash. total ash. 
watet-sohlljlè matter, alcohol-soluble matter. water content, 
comélìt òf èSil!ntial oil and content of active prindple are 
calcù1atedwì.th teference to the drug that has not been 
spedally dried, unless otherwise prescribed in the monograph. 

Equivalertu. Where an equivalent is given, for the purposes 
of the f>harmacopoeia on1y the figures shown are to be used in 
applying the requirements of the monograph. 

Cultute media. The culture media described in monographs 
and genernl chapters have been found to be satisfactory for 
the inteilded purpose_ However. tbe components ofmedia. 
particulatly those of biologica! origino are of variable quality. 
and it may be necessary for optlmal performance to modulate 
ilie concenttation of some ingredients. norably: 

- peptones and meat or yeast extracts, with respect to their 
nutritive propetties; 

- buffering substances; 
- bile sillts, bile exttact, deoxycholate, and colouring marter, 

depending art their se1ective properties; 

- ailtibi(jtia, with respect to their activity. 

STORAGE 
The information and recommendations given under the 
heading Stotage do not constitute a pharmacopoeial 
requirement but the competent authority may spedfy 
particular stotage conditions that must be met. 

The artides described in the Phannacopoeia are stored 
in such a way as 10 prevent contarnination and, as far as 
possible, deterioratìon. Where spedal conditìons of storage 
are recommended. induding the tYPe ofcontainer (see sectlon 
1.3. Genera! chapters) and limits of temperature, they are 
stated in tbe monograph. 

'tbe folloWfug e'Xpressions are used in monographs Wlder 
Stotàge Wìtb the meaning shown. 

In ah aitttgnt conhtiner means that the product i5 stored in an 
airtight contàiner (3.2). Care is to be taken when the container 
is opened fu a dail1p atmosphere. A low moisture content 
may be I1laihtained, ifnecessary, by tbe use of a desiccant in 
the container provided that direct contact with the product 
is avoided. 

Sa the information se.non on generai managraphs (caver pages) 3900 

http:calc�1atedw�.th
http:�ompone.o.ts


Sodium salicr1ate 

StUfa:tn (2.4.13): ma::tiJhmn 3lJO pptn. 

fo 25 triI. of sùlution S, àdd 5 !fiL iif diin11~d waièTR 3M 

10 mL of k)'droehloric adii R md dilute to 50 IfiL Wìth dtstiltelÌ 

wate'r .R. Shak.e and tuter. Dilute 10 mL Of the filtrltte to 15 mL 

with distifled wattr R. 


Heavy metw (2.4.8): maximum lO ppm. 

2.0 g COrllplies with test C. Prepare the refcrence solutìon usmg 
2 mL cf lead standard solution (10 ppm Pb) R. 

Water (2.5.12): maximum 5.0 per cent, determined on 0~500 g. 


ASSAY 

Liqllid chronìatbgrapby (2.2.21) àS de'strlbed in., t!re' restfar 

te}ated substances With the fuUoMhg moedmcmòn. 


lnjl':ctiòn: t'e'St solutiOh àtld rdereltée solution CB). 

Calcu1ate the petcentage content of CrJ111Na:03 (rom 

the dedared content ofprr1p)'1 pamh:ydrd:t)'ltenzòatè CXS, 

multiplied by a correction factor Of 1.122. 


STORAGE 

In an airtight container. 


IMPURITIES 
specified impurities: A. 

Other detectable implltities (the fallowing sul1stance'$ wotùd, 

ifpresent at a sufficient level, be detected by aIl:e or òther of 

the tests in tbe monograph. They are limited by tbe generaI 

acceptançe criterion for otber/unspecified impùrities andJo'r 

by the generaI monograph Substances far phatmaceulièal ust' 

(2034). It is therefore not necessary to identify tbe.e impUli.tieS 

for demonstration of compliance. See also 5.10. Control d! 

impurities in substances for pharmaceutical use): B, C, D. 


HOÙ~H 
A. 	4-hydroxybenzoic acid, 

o

HOdo,-CH3 
B. methyl4-hydroxybenwate (metbyl parahydroxybenzoate), 

o 

HOdO~CI-l3 
C. 	etb:yJ4-hydroxybenwate (etb:yl parahydroxyb'enzoaté), 

ò 

HOdo/~~ 
D. butyl 4-hydroxybenzoate (butyl parabydroxybetlwate). 
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SODIUM SALICYLATE 

Natrii salicylas 

(XCO:~ 
OH 

C1HsNaO, 	 M 160.1r 
[54-21-7] 

DEFINITION 

Sodium 2-hydroxybenzenecarboxylate. 


BUROPEAN PHARMACOPOElA 8.0 

cQlttiÌÌ'l't:§9;Òpeì: cent to 101.0 per cent (dried substançe). 

C~G1iRS 
APJ'IèlUflnte:wlifte or almost whlte, crystalline powder or 
SrtIldI, cè:lldùrlèss ctystals or shiny flakes. 

SùIuftiìlt}': frtèly soluble in water, sparingly soluble in etbanol 

(96 per cent). 


lDENTIF'iCATION 
fifrst ide1Ìtlji/;tìtio'fI: A, C. 
Set:rmd iaenfijicatiiJn: B, C. 
A. fnfra:red a&otptiòn spectrophotometry (2.2.24). 

Càm.J1(Jri~d1I: sodiuffl saZicylate CRS. 
B. Sd1tiddn. S(St!e TèSfs) gives the reactions of salicylates 

(2.3,f). 
C. Ii: g~ re!ltflon (b) of sodium (2.3.1). 

'1'E:STs 
Soli1tion S. DiSSOlve 5.0 g in carbon dioxidefree water R 
prepared ftom. dìStilled water R and dilute to 50 mI.. with the 
same salVent. 

Appe'at\I:n'Cc af$l))lltÌoll. Solution S is dear (2.2.1) and not 
more intemely coloured than reference solution BY6 (2.2.2, 
Methad 11). 

Aèidity. TI> 20 mI.. of solution S add 0.1 mL ofphenol red 
solmiun R. the s·olùtion 1S yellow. Not more tban 2.0 mI.. of 
0.01 M iatltum hydroxide is required to change tbe colour of 
tlie illdi<:"!ttor to vl.ollft -red. 

Cbldrldes (2.4.4); l'nmmum 200 ppm. 

To 5 mI.. ai sulutÌon S add 5 mL of water R and lO mI.. of di/ute 

mtric add R attd fll:tet. Dilute 10 mL oftbe filtrate to 15 mI.. 

with wate'r R. 


Sulfates (2.4.13): màXimum 600 ppm. 

Dilute 2.5 mL of solution S to 15 mL With distilled water R. 


Beavy metals (2.4_8); maximum 20 ppm. 

Dissolve 1.6 gin 16 mL of a mixtUre of5 volumes of water R 

and 10 volumes ofethanol (96 per cent) R. 12 mI.. of tbe 

solution çomplies with test B. Prepare tbe reference solution 

using leali standard solution (2 ppm Pb) obtained by diluting 

lead standard solution (100 ppm Pb) R with a mixture of 

5 volume:; of wa1:er R and lO volumes ofethanol (96per cent).R. 


1.05'5 Oil dtyùlg (2.2.32): maximum 0.5 per cent, dete.rmined 
on 1.00 g by dtying in an oven at 105 ·C. 

ASSAY 
Dissolve 0.130 g in 30 mL of anhydrous acetic add R. Titrate 
with 0.1 M pmh/o·ric add, determining tbe end-point 
potéritio~y (2.2.20), 
l mI.. cf 0.1 M perchloric add is equivaIent to 16.01 mg 
of C7H;Na03• 

STORAGE 

In aD airtight container, protected from light. 
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SODIUM S:ELENITE PENTAHYDRATE 

Natrii selenis pentahydricus 

M 263.0NazS1ii°3'ffi,O 	 r 
(26970-82-1] 

DEFINITION 
Content: 98.5 per çent to 101.5 per cento 

CHARACTERS 

Appearanee: white or almost white, crystalline powder, 

hygroscopk. 
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- impurity C: Dot more than the area of the rorrespondin:g 
peak in the drrotnatogram obtalrred With referl:!nce 
sollltìon (O (0.02 per cent); 

- any 6th" impurity: for em hnputity, .ttot mòre than tbe 
area ofme peak due to inìputity 13: in the tHiotbaftlgtlittl 
obtaine'dwlth refdente sòlutron (f) (0.Ò5 pd cmt); 

- tòtal: not more than ooce the are'a of the pèa:k dUe to 
impùl:ity A in the chfomatogrllin obtained wi:m t'ef!!tetìèé 
soluti<ìn (f) (0.2 per cent); 

disregard Utnit: 0.01 tÌInes the area Of thl: prfucipal pèakih 
the chromlItogt'anl obtained wlth tefeterice $Olùti6n (f). 

Chlotides (2.4.4): maximum 100 ppm. 

Dilute 10 niL of solution S to 15 niL wlth water R. 

Sulfates: maximum 200 ppm. 

DissolVe LO g in 5 mL ofdimethrlfortnatnide R and add 4 rilL 
of wateT R. Milt thoroughly. Add 0.2 mL of dilute hydTo'éhlUric 
acid R and 0.5 mL of a 25 per cent m/m solùtion of bariUtn 
ehlaride R. Afl:er 15 rnin any opaléstence in the solution is &lt 
more intense than that in a standard prepared as folloWs: to 
2 tnL of sulfate stllndard salution (100 ppm SOJ R add 0.2 tnL 
of dilute hydrochlaric add R. 0.5 mL òf a 25 per Cl:!nt m!th 
solution of barium ehlaride R, 3 mL of water R and 5 mL oi 
dimethylformamide R. 

Heavy metals (2.4.8): maximum 20 ppm. 

Dissolve 2.0 gin 15 mL of ethanol (96 per ce:nt) R and add 
5 mL of water R. 12 mL of the solution complies Wl1:h test B. 
Prepare the reference solution using lead standard solutiort 
(2 ppm Pb) prepared by diluting lead standard solution 
(100 ppm Pb) R with a mixture of 5 volumes cf water R and 
15 volumes cf ethanol (96 per cent) R. 

LOS5 OB drying (2.2.32): maximum 0.5 per cent, detettnihed 
on 1.000 g by drying in a desiccator. 

Sulfated ash (2.4.14); maximum 0.1 per cent, detèl:Inined òn 
2.0 g. 

ASSAY 

Dissolve 0.120 g in 30 mL of ethailol (96 per cent) R md a:c!d 
20 mL of water R. Titrate with 0.1 M sodium hydroxide, using 
0.1 rnL ofphenol red solution R as indicator. 

1 mL cf 0.1 M sodium hydroxide i5 equivalent to 13.81 mg 
ofC,H,O,. 

STORAGE 

Protected from light. 

IMPURITIES 


Specified impurities: A. B, C. 


ro.cù~ 
A. R = H: 4-hydroxybenwic acid, 

B. R", CO,H; 4-hydroxyisophthalic aCid, 

(JOH 
C. phenol. 

Generai Notices (1) apply to ali monograplts and othe:t teX!s 

S8lrneterolxinafoate 
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SAt.METERÙL XINAFOATE 

Sa:ID.1etetoli :1dnafoas 

~=~ HO(9COtH
~~0 .. ~o), , 
'OH~ 
àìlU~ 

C",H4!iND, MT 604 
[94749-08-3] 

DE:FINIrtON 

(lRS)-l- [4-Hyì:!;rtlxy-3.(Hydroxymethyl)phenylJ-2-[[6-(4-
phen:1fb'ttwx:y)liM:yì] l'mifiolethanol1-hydroxynaphthalene­
2-tiD'boxylate. 

CCtfltellf: 97.0 per cc!Itt ti) 102.0 per cent (anhydrous substance). 

CHARActERS 
Appltatl1nte; whitìi or almOS! white powder. 

SblubiliW; D'tlfètitally insòlùble in water, soluble in rnethanol, 
in anhydrò'ùs ethanol. 

!DEN'tIFICAnON 

Inf'r'ared abstrrption spectfophòtometry (2.2.24). 


CompatisQn: sàlmetertJl xinafoate CRS. 

TESTS 
Related sllbstafices. Liquid chromatography (2.2.29). Protect 

the: solutions jrdtflligh't. 

SolvrntmiXt'ute: aàft:fllitfilè R, water R (50;50 V/V). 

Test sàlutiiin. DiSs'olve 50.0 rìig of the substance to be 

examinèd in the solvem t:ni.X:t:Ure and dilute to 10.0 mL with 
tlre solverit miXl:Ute. 
Riferr:nce 5ol!iti(in (a).. Di:ssolve Il mg of salmeterol xinafoate 
for syste:m suitllb1lity CRS (sàlmeterol containing impurities E 
md G) in tbe solvent flì.lXtUre and dilute to 2 mL wlth the 
solV'eDt miXture. 
Reference solution (b). Dilute 1.0 mL of the test solution to 
100.0 mL wlth the solvent mUt1l.re. Dilute 1.0 mL of this 
solution to 10.0 mL with the solvent mixture. 
Column: 

- size: l = 0.15 ID, (2) '" 4.6 mm, 


- stàtionary ph«se: octadecylsilyl silica gel for 

chtomawgtltphy R (5 tIffi). 

Mobile phase: 
- mobile phtiSè A: mft 24 v'olilriles of a 7.71 glL solution 

of ammonium acetati: R with 24 volumes of a 28.84 gIL 
solution of sodium dl:fdecyl su/fate R and adjust to 
pH 2.7 wlth gladal acetic acid R: mix with 52 volumes of 
acetonitrile R; 

- mobile phase B: aeetonitrile R: 

Time Mobile phase A Mobile ph.eB 
(min) (jrer c:ent VI!'} (Eer.:ent VIV) 

0-16 100 O 

16 36 100 ~ 30 O~ 70 

36 - 45 30 70 

45-50 30..,.100 70..,. O 

Flòw rate: 2 tnlJrnin. 

lJl!tection: spectroplrotol1lete:r at 278 nm. 


Injectiofl: 20 fiL; inJect the solvent m.ixture a5 a blank solution. 
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SàIUbiift)': slight1y solubie in water, freely soluble in ethanol.o n)(~ (96 per celJt), s.parmgly soluble in methylene chIoride. 

l'lQ 
" . HoC CH; 	 IDE'NTiFlCA'I1ÒNif. 

lOl't 
J. 	 2c [ (l,l-dimetlfylètliyl}amino]-1- [4-}t}'dl"tfxy-3­

(hyQroxy:methy1)ptrenyl]etlwi:ofie (siÌ.lbUtltmoil'e), 

.'CI:ç0° i'!t(XC~ 
HO H~ ~ 

OH 

K. 	2-[(1,1.dimethylethyl)am:ino ]-1-[3-clìloro-4-hYd:r0ll.Y-5­
(bydroxymethyl)phenyl]cthanone, 

if.
H.OHHCI. ' '. I\lì\c~. . 

Hac ~ Ml:I~ 
!'iO 

"01'1 

L. 	(lRS)-2-[(l,l-di:ìnethyleth'yl)a:mino]-1-[3-'Cbldtl.Y-4­
hydroxy-5-(hyd:roxymethyl)phenyl]ethàiJol. 

~nXC~ 
HOl",CIi~ H;C ~ end~ 

o",CIi~ 

M. (IRS)-2-[(1 ,l-dimethylcthyl)amin:o ]-1- [4-hydrQxy-3­
(methoxymethyl)phenyl]ethanol, 

V
OI'! ~ clia 

. . r, •. '(-CH,. 
00' ooCHa 

li 
, NXC\ils

l'iQN "'0 Cfi:, 


lOH 

N, 	2-[(l,l-dimethylethyl)amino]-1- [3- [[5- [2- [(1,1­

dimethylethyl)amino]-1-bydroxyethyl]-2-hyd:roxy­
phenyl]methyl]·4-hyd:roxy-5-(hyd:roxymethyl)phéllyl]­
ethanol, 

o. unknown structure. 

. . •.. . ,. . ' 
01lZOO8:.0. 
e'orréeted 6.0 

SAUCYlIC ACro 

Acidum salicylicum 

cr~ 
OH 

M 138 1 C7H60, 

[69-72-7] r' 


DEFINITION 

2-Hydroxybenzenecarboxylic acicl 

Cimtent: 99.0 per ce:t1t to 100.5 per ce:t1t (dried s~tmce). 


CHARACTERS 


Af1Pearance: white or almost white, etystà!Hne pljWder or 

white or colourless, acicular crystlÙs. 


3198 


FrritidmtifiCflfj(m: A, B. 

Se'aiflditte'flt{fo;ettii:m: A, C. 

A, Ml!ltiilg ptiÌllt (2.2.14): 158 ·C to 161 cc. 

B, lnfrai'etl absurption spectrophotometry (2.2,24). 


étJlnpi'itwn: sàlicy/ic acid CRS, 
C. 	D1SSélI'ife à.bout 30 mg in 5 mL ol 0.05 M sodium hydroxide, 

Ì1éutn!lise ifnecessary and dilute to 20 mL with water R. 
1 mL !1f the rolution gives reaction (a) of salicylates (2.3,1). 

T:ssrS 

Solùtion S. Dissolve 2.5 gin 50 mL ofboiling distiUed water R, 
0001 and filtèr. 
Af:itreàrlrnce (jf sblution. The solution is clear (2.2.1) and 
èùlolldess (2.2.2, Method m. 
Dissol\'e 1 g in lO mL of ethr:mol (96 per cent) R. 

Rclatèd mbstàDces, Liquid chromatography (2.2.29). 


Tèst sòlutiun. Dissolve 0.50 g of the substance to be examìned 

ID die mobile l'base and dilute to 100.0 mL with the mobile 
pbase. 
Rltfotr!"ttèe solutio'n (a). Dissolve lO mg ofphenol R (impurityC) 
in th:'e m.obile phase and dilute to 100.0 mL with the mobile 
phase. 

Referencé sòlution (b). Dissolve 5 mg of salicy/ic acid 
ifnputity B CRS in the mobile phase and dilute to 20.0 mL 
with tbè mobile phase. 

Reference so/ution (c). Dissolve 50 mg of4-hydroxybenzoit 
acid R (impurity A) in the mobile phase and dilute to 100.0 mL 
with the mobile phase. 
Reference solution (d). Dilute LO mL ofrefcrcnce solution (a) 
to 10.0 mI. with the mobile phase. 


Refo'tè'nce solutiòn (e). Dilute a mixture of 1.0 mL of each of 

referèhce solutions (a), (b) and (c) to 10.0 mL with thc mobile 

phase. 

Riferente 50lUtion (f). Dilute a nllxture of 0.1 mL oi each of 

refereilce 501utions (a), (b) and (c) to 10.0 mL with tbe mobile 

phase. 


Column: 

- size: 1= 0.15 m, 0 =4.6 mm; 

- stationary phase: non-deactivated octadecy/si/yl si/ica gelfor 


chromatography R (5 J1m). 

Mobile phase: glacia! acetic add R, methano! R, water R 

(1:40:60 V/V/V). 


Flow rate: 0.5 mL/min. 

Detection: spectrophotometer at 270 nm. 

l'' . lO L fth l' d _c l' (d)
nJe'ction: Il o e test so ution an r!;1crence SO utions , 
(e) and (f). 
Relative retentiòn with reference to impurity C: 

impurity A =abom 0.70; impurity B = about 0.90. 


System suitallility: reference solution (e): 

- the 3N peak in the chromatogram corresponds to the peak 


due to phenol in the chromatogram obtained with reference 
solution (d); 

-	 resolution: minimum LO between the pcaks due to 

impurities B md C; ilnecessary, adjust the quantity of 

acetic add in the mobile phase. 


Lìmìts: 
- jt1lpurity A: not more than the area of the corresponding 

peak in the chrotnatogram obtained with reference 
solution (f) (0.1 per cent); 
tmpurlty B: not mO're than the area ofthe corresponding 
peak in the cbromatogram obtained with reference 
solution (f) (0.05 per cent); 

SeI: the information section on general monographs (cover pages) 



D'iph'ellò:q'lltte llyd.tbdUotidè 

pl:ì~. D'illite 2.0 fuL of thè Sòlution to 1O.OIfiL Witb me 
mobileph~. 

Refetence ro/utidn (a). bilme 1.0 tnL òf the t""t 5ò1utlon 1:0 
10.0 mL With tbemòbìle phage. Dìlute 1.0 mL oftltis S'ollrtion 
to 20.0 mL wìth tbe mobile ph~ 
Reforence solutWn (b). Dissolve 5 mg of diphl!nhyùrafriifre 
impùrny A CRS and 5 mg ofdiphenylinethatfol R in tbe mobile 
phase aIld dilùte to 10.0 mL With thc mobile pha'se. lO 2.0 mI.. 
of this solution add 1.5 mL of thc test solution and dilirte to 
10.0 mL Witb tbc mobile phase. 
Column: 

size: l 0.25 ID, 0 '" 4.6 mtn, 
- staticmaty phase: f:irise-dèaétM!ted 6'1:tylsujll silÌì;a griI for 

chroflUlf:!:fgt"liphy R (5 !IDl). 
Mobile p1tase: illiX 35 V'òlU:tt1es of acrftòìlitnlè R aitd 65 VI)Iùllie-s 
of a 5.4 gIL sòlùtitm òfpotllStiùm dihjdrogen phospktttè R 
adjùsted fo pH 3.0 using phasphiJtie add R. 

FliJW rate: 1.2 mL/min. 

Detection: spectr6photOmcter at:nO Ifitl.. 

Injection: lO J1L. 

Run rime: 7 times the retention time of diphcnhydrnl'nine. 

Relative retention witb re{erence lo diphenhydramine 

(retentìon timc = about 6 min): impurlty A = about 0.9; 

impurity B = about 1.5: impurity C '" about 1.8: 

impurity D =about 2.6; impurity E = about 5.L 

System suitaliility: refercnce soluti6n (b): 
- resolutian: mìnitD.Um 2.0 bct:WtleIl tbe peaks due to 

diphenltydtam:ìne and to impurity A. 
Limits: 
- correcffan factor: for the calcùlatioò of content, mulftply 

the peak uca of impurity D by 0.7, 
- imputity A: not more than the uea of the ptindpal pealé 

in thc chromatogram obtaìned with reference solution (a) 
(0.5 per cent). 

- any other impurity: not more than 0.6 times the area of 
the principal peak in tbc chromalogram obtained with 
reference solution (a) (03 per cent), 

-	 tatal: not more than twice the uea oftbe principal peak 
in tbc chromatogram obtained with reference solution (a) 
(1.0 per cent). 

-	 disregard limit: 0.1 times the area of the prillcipal peà.k in 
tbe chtomat6gtam obtaìned with reference solution (a) 
(0.05 per cent). 

Los50n dtying (2.2.32); maximum 0.5 per cènt. deteimineli 
on 1.000 g by dryìng in an oven at 105 "C. 
Sulfated ash (2.4.14): maximum 0.1 per cent, determirted ort 
LOg. 

ASSAY 
Dissolve 0.250 g in 50 mL of alcoho/ R and add 5.0 IiìL of 
0.01 M hydTochloric adti. Carry out a potentiometnc tìtration 
(2.2.20), using 0.1 M sodium hydroxide. Read thc volume 
added bctwccn the 2 points 6f inftexion. 
l mI. of 0.1 M sodium hydroxide is equivalent to 29.18 mg of 
C'7H22ClNO. 

STORAGE 

Protected from light. 


IMPURlTIES 

Specified impurities: A, B, C, D, E. 


R' 
f ~ ..nd~ 

R

gz0-""'- 'CHa 

A. R R' =H: 2-(diphenyimetboxy)-N-metbylethaìlarnìne, 

tro:It:oPEAN PHARMACOPOEIA 8.0 
"c't~, C'.';;,,),: 't 

B. R'" R' == cR3:2Cr(~c(4",1iIi:thylphenyl)phenylmethoxyl­
N,N-~le-tha1'Xllitillìé, 

C. 	R"" Br, R' =CfI~: 2-[(.RS)-(4-bromophenyl)phenyl­
methoXyl-N;N-~ethanamìne, 

J: 
D. R'" OH, R' '" H: dipl:fèl1yImetbanol (benzhydrol), 

É. Il. +R'= O,&pl:J'e:iìy'~mone (benzophenone). 

04/2012:0819 

DIPliENOX"YLATE HYDROCHLORIDE 

Diphèùoxylati hydrochloridum 

oQ%'~

O O"eH; 

~ilA:~ClN20Z M,489.1 
[3'810"8'0'8] 

:rmFOOnON 
EtHyl l·(3·cya;ITo~3,3-diph.èòylptopyl)-4-phenylpiperldine­
4-catboXJlate Iiydrochlotlde. 

CohttHt: 9&.0 per cent fu 102.0 per cent (drled substance). 


CHARActEl!S 
Apf1eattmce: wliite or almòst white. crystalline powder. 
Solù/iility: Very slightly soluble in water, freely saluble in 
methylène clil(jtide, sparingly saluble in etbanol (96 per cent). 

ID'ENTIFICAX1ON 
A. In'tYared absdtpt:iìm spettrophotometry (2.2.24). 

Cdmytlfistm: dipTt;~lttte hydrO'eh/otide CRS. 
B. D~owe ab'òUt' J(J iitg in 5mI. of methanol R. Add 0.25 mL 

òf nltrie add R md 0.4 mL of Silver nitrate solution RI. 
Shake and àl.low to stando A cùrdled precipitate is formed. 
CeIltrifugé md tinse the precipitate witb 3 quantities, each 
of2 mL, or n'l'et1uanal R. Cury out tbis operation rapidly 
and protected ftòm bright light. Suspend the precipitate 
in 2 mL of water R md a'dd 1.5 mL ofammonia R. The 
precipitate dIssòlves ell5ily. 

TEStS 

Appea'rtthee df ìjolo.tion. the solution is dear (2.2.1) and not 
more iIltensely coloured than reference solution Y6 (2.2.2, 
Method1I). 
Dissolve 1.0 gin méthylène chlaride R aIld dilute lo lO mL 

With thc 8ìIì'l1e sòl'Vènt. 


Related Sùb'StlInces. Liquid chromatography (2.2.29). 


S'àlution A. Adjust 900 mL of water R to pH 2.3 with phosphoric 

acid R aiId dilute to 1000.0 mL With water R. 

Solvertt mixtute: acétimitrilè RI, solution A (50:50 V/V). 

Test solution. Dissolve 25 mg of the substance lo be examìned 

in 20 mL o{ tbe solvent nilirture, sonicate for 2 min, cool and 

dilute lo 25.0 mI. With the solvent mixturc. 

Referenee salutWn (a). Dl1ute 1.0 mL of tbe test solution lo 

100.0 mL with tbe solvent miXture. Dilute 1.0 mI. of thìs 

solutìon to 10.0 mI. witb tbe sòlvent mUture. 
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~ 	impuri", F: not mcrrethcan 0,6 timésthelttea.dftMptiridp:ù 
I1èak ili the clltotttatoffram òl:ifaifled *fih: mmììce 
fo!ution (h) (3 per cmt), 

- arìy othtr imputity: not milre tllm 0.2 tfrhes theàteàof 
the prilici.pal peak in iliè chromat'ogtam oJjtìù.l:l:ed With 
refetenee solution (b) (l p'eT cent), 

-	 total ojother impurities and imputity A: not more thah 
0.2 times the area oithe princi.paIpeak in the drtòmatogn'm 
obtained with reference sòlution (b) (l per Cetlt), 

- total: not more than twic:e the area of the pTinci.p-al peak 
in the chromatogram obtained with referenc:e soltition (b) 
(lO per c:ent). 

-	 disregatd lìfflit: 0.02 tilIlès the area of thé princi.pal.:Pe'ak . 
in the chromattlgr:tm obtaitied With téf~éè $oltttmlì. (b) 
(0.1 per ce:rìt). 

He-avy metals (2.4.8): matil:ttllm io ppm. 
2.0 g COlfipUes With test C. Pteplll'e"the n!f'ì!f'@fréè solutiòil: tismg 
4.0 mL of lead standl1:rd rol1it!f111 (la pptn Pb) R. 
Water (2.5.12): ma:lCÌmum 6,0 per cent, d~ètlÌlinèd òn OjOYl g. 
Sulfated ash (2.4.14) : ma::mnum 0.2 per cent, déterminéd oD. 
1.0 g. 

ASSAY 
Liquid chromatography (2.2.29), as described in the test for 
rèlated substanc:es. 	 ' 
Injection: test solution and refetence s\:ilution (a). 

stORAGE 
In an àittight cCìn'ta.inet. 

IMFURtrms 

o~­
CH, 

A. 	1-(3-hydroxy-4-methoxyphenyl)ethanone 
(a(;etoisovanillone), 

~~. tr-
OOW'
.. ·. 
 0. 

HO HO· . 
1'10 


QI:I Oli O 


B. 	 (2S)-7-[[6-0-(6-deoxy-a-L-màtiUépyrattosylH-n. 
glucopyranosyl]oxy]-5-hydtoxy-2-(3-hydtoxy-4­
methoxyphenyl)-2,3-dlb:ydro-4H-l-benzopyran-4-"bne 
(hespmdìn), 

11:01.b~R1R2B 00 o 

HOHO OH l 


HO R3 

OH OH o 

C. 	Rl R3 = H, R2 = OH: 7-[[6-0-(6-deoxy-à.-L­
man:nopy:ra.nosyl)-~-D-gltiCdp)'randsylloxyl-5-hyd.mXy~l­
(4-hydroxyphenylHH-l-bénUipyran-4-ane (i~o"'tIrOifolin), 

D. Rl = OH, R2 OCH3, R3 = I: 7-[[6-0-(6-dooxy-a-L­
mannopyranosyl)-~·o-glucopytanosyl.)èlXy) -5-hyclroxy-2­
(3-hydroxy-4-inethoxyphen5'l)-6-iodil-4H -1-bén:t'òpyrat!.. 
4-one (6-ìodo-dìòsmÙJ.), 

E. 	Rl = R3 = H, R2 = OC~; 1-[[6-0-(6-deoxy-a.-L­
mannopyranosyl)-~-D-glucopyr.mosylJoxyJ-5-hydroxy-2­
(4-methoxyphenyl)-4H-l·benzopyran-4-one (linarin), 

GeneraI Notices (1) apply to all memographs and Mher ttXts 

Diphenhydramine hydrochloride 

kli . 

Òf! O 

F. 	 5,1j dib:ydtoXy-2-(3-hydroxy.4-methoxyphenyl)-4H-l­
be:ttzopyrah-4-one (diosmetin). 

0)/2008:0023 
corrected 6.0 

DIPRÈNHYDRAMINE 

HYDROCHLORIDE 


Dìph:enhydramini hydroch1oridum 

J CH, tIC!
l • 

O~N,~ 

Cl7HllClNO M,291.8 
[147-24-0] 

D"EFOO'trDN 
2-(Diph~tileIlroX}')-N,N-dìmethylethanamine 
h'Ydftldl.l:Oritle. 

Cblltrni: !19.0 per cent to lOLO per cent (dried substanc:e). 


èHA.R..A:C'tERs 
Appeimincè: whìte or aImost white, crystalline powder. 
Solubility: very soluble in water, freely soluble in aIcohol. 

IDENTIFlCATION 

Pitst identificanon: C, D. 

8econd idefltijication: A. B, D. 

A. Meltittg poitlt (2.2.14): 168 ·C to 172 .C. 
}3. DissOlve 511mg in alcohol R and diIute to 100.0 mL with 

tl1è sàmè sòlVent. Examined between 230 nm md 350 nm, 
th'é SOlutioiì sh:ows 3 ahsorption maxima (2.2.25), at 
253 llfIì, 25'8 Iìm and 264 nm. The ratio of the absorbance 
iIfè':tsured at the maximum at 258 nm lo that measured 
at tJ:re tilaximu'ìn at 253 nm is 1.1 to 1.3. The ratio of the 
absòttrance measured at the ma::mnum at 258 nm to that 
nlea'sUr'ed at the maximum at 264 nm is 1.2 to lA. 

C. 	Ii1fntt'e"d abS"orption spectrophotometry (2.2.24). 
PfepariJtiofl: discs. 

CompariSon: diphenhydramine hydrochloride CRS• 
.D. lt gi'Ves the reactions of chlorides (2.3.1). 

TESTS 

Sòlntion S. DiSsolve 1.0 g in carbon dioxidejree water R and 
dìIute to 20 mL with the same so!vent. 

À:ppearllnceof solùtion. Solution S and a tivefold diIution oC 
solution Sate clear (2.2.1). Solution S is not more intensely 
totou.red than reference solution BY6 (2.2.2. Method II). 
Acldity 01' alkaJinity. To 10 mL of solution S add 0.15 mL of 
metlìyl red solution R and 0.25 mL oC 0.01 M hydrochloric acido 
Tbe solution is pink.. Not more than 0.5 mL of 0.01 M sodium 
hy1iraxide is required to change the colour of the indìcator 
to yèllow. 

:R.ilitte"d snhstances. Liquid chromatography (2.2.29). 

Test solufion. Dissolve 70 mg of the substance to be examined 
in the mobile phase and dìlute to 20.0 mL with the mobile 
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.' 
ASSAY 
Dissolve 0.150 g in 50 mL of ethanol (96 per ermi) R md add 
5.0 mL of0.01 M hydrocll1aric acido Car:ty aut a potentiomeu-i<: 
titration (2.2.20), using 0.1 M sodium hydmxide. Re'a'd 
the voltiine added betwèe.tl the 2 points of inflexion. 

1 mL df 0.1 M stldium hydrorlde is èquiVàlétit ta 20.17 mg 
df ~J1!~ClNO. 

STOMGE 
ProtèCted frtlwllght. 

lMPURl'I'tÈS 
SJietified impitritfès: A. 

Other detectable: imptlfities (the f6llow!ng substances would. 

ifpresent at a sùf:!ident levél, be detected by one or other of 

the tests in the monograph. They are limited by the generai 

acceptance criterion for other/unspecified impurities and/or 

by tbe generaI monograph Substances for pharmaceutica/ 

use (2034). It is tberefòre not necessary to ide.ntify tbese 

impurities for demo.tlstrlltion of cotnpliance. Se'e also 5.10. 

Qmttol ofìttrfrurities in subsw:nces for pha'l'iriaurttit:i1/use): B. 


..~.~»O rr ·I~V ~ 

A. (-)-(lR)-I-l1ydioxy-[-phenylpropan"2"one, 

H9l'I~ 

~~~ 
B. 	(lS,2S)-2-(tnethylamino)-1-phenylpropan-l-ru 

(pseudoephedrine). 

Ol/ìll'08!0715 
coft'ecte'd 6,0 

EPHEDRINE HYDRÒCmORlDE, 

RACEMIC 


Ephedrini raceI'nici hydtochloridum 

MOli 

~".! ~~% """'~..... MCIV tl"~ 

ClOH16ClNO M,201.7 
[134-71-4] 

Df1:lNtrION 

Racemit: ephedtme hydrochloride contains not less than 

9'9.0 pa- ceI1t and not mC/te than the eqUiValent of 101.0 per 

céfit of (1R.S,2SR)-2-(mètlìyl~iìlò)-I-ptrettylptopàn-l-ol 

hydfochlotide, calcuJatè'd with referenre to the dt1w 

sùbstlmce. 


CHARACTERS 


A white or almost wh:ite, c:rystalline powder or colourless 

crystals, fteely soluble in water, soluble in ethanol (96 per 

cent). 


1t melts at about 188°C. 


IDENTIFICATION 


First identification; B, E. 


Secund identiftèatiìYn: A, C, D, E. 

A. Optical rotation (see Tests). 

Generai Notices (1) app/y to ali monographs atld other text$ 

Bpl:rèùrlì1e hydrochloride, racemic 

'" 

:S. 	Exa:tnine by iìIfrated absotption spectrophotometry 
(2.2.24c), <:01'tlpann! With tlic:: spectrum QbtaÌm:d with 
raclfmic ep7tedriflie hj'ilriYdflatide CRS. Examine the 
std,stlm'tèS pt~ às disCs. 

C. 	EXltinine the dìtOlnlIt6gtafusobtained in the test for 
fèlate\i S'liJj!lt'l(fii:é's. TIiepnficipal spot in the chromatogram 
obtiillled Wfth teSt SiJlii.'dòh (b) is silÌliIar in position. 
colourilti'li.sttè fu mellnhtl-pal spot in the chromatogram 
òB'tlUnedWim ~t~s()lt1tion (a). 

D. ToO.1 fi:il.dfs6h:ltttmS(Sl!é TéSts) add 1mL ol wateT R, 
o,t.ttlt (if ~.ltiffitt~$Vltawn R and l mL ofstrong 
Wàiilm hfoirlfXidt Sill!:t&tI. R. A Violet colour is produced. 
~dd :2 i1iL dt tth~ Rmtl. sh'llke. The ether layer is purple 
a:nd the aque'otrs ltyi;!r iii bIne. 

E. To 5 mL of srumiòn S add 5 mL ofwater R. The solution 
gives reaction (a) of chlorides (2.3.1). 

TESTS 

Sùltttion S. Di&sol~ S.ìYO g in distilled 'Nater R and dilute to 
50,0 mL With the same sòlveiit. . 

Appèlltlil:Dl:e oflOltìtiU1'1..So1ution S is dear (2.2.1) and 
colòurless (2.2.2, Nfe'thUd lT). 

Acl1Ìl"ty or àlk:alW\'y. To lO tnL of solution S add 0.1 mL ol 
fttethyl tlrd so!f;ttilJn Rmd 0.1 mL of0.01 M sodium hydroxide; 
clie solùtion ili yèIlow. Add 0.2 mL of 0.01 M hydrochloric 
arid; the Sòltttion is red. 

Qptical rotatlon (2.2.1): + 0.2· to - 0.2°, determined on 
solution S. 

Related substlmcts. :Exàmine by thin-Iayer chromatography 
(2.2.27), using silica gel G R as the coating substance. 

Test solatiotl (a). Dissolve 0.10 g of the substance to be 
exatnined in ttreth:a:na/ R all'd dilute to lO mL witb the same 
s'olvent. 

Test sulutiofl (b). Dilute l tnL of test solution (a) to lO mL 
with methaflol R. 

Ri!ference solutiofl (Ii). Diss(jl~ 20 !ng of meemie ephedrine 

hydroch/dritlè CRS in me'th'aflOl R and dilute lo lO mL with 

the same sohte.nt. 


Refùence so/ution (b). Dilute l mL oftest solution (a) to 
200 tnL with met'hlilf()/ R. 

Apply sl!pa:ra:tely lO the plate lO !!L of each solution. Develop 

oVer a path of 15 èIn using a mixtlìre of 5 volumes of 

ch/oro(orm R, 15 vòl:u:.tnes df concentrated ammonia R and 

80 volumes of 2-prl:lJ1llnol R. Afiow the pIate to dry in air. 

Spray with nitl.hydrin soltitìifn R and heat at 110°C for 5 min. 

Any spOl in the chttItnatogr-am obtained with test solution (a), 

apart from the principal spot, is not more intense than the 

spot in the cbrotnatogta:m obtàined witb reference solution (b) 

(0.5 per cént). Disregard any spot oflighter colour than tbe 
backgt6'itnd. 

Sulfates (2.4.13). 15 mL èlf Sòlution S complies with the limit 
test for sulfates (l00 pptn). 

LOS5 on dryil1g (2.2.32). Not more than 0.5 per cent, 
d~etmi.ned art 1.0'00 gby dr)iing in an oven at 105 DC. 

Sulfated adì (2.4.14). No'! more than 0.1 per cent, determined 
on 1.0 g. 

ASSAY 

Dissolve 0.170 g in 30 mL of ethanol (96 per cent) R. Add 
5.0 mL of0.01 M hydroehloric acido Carry out a potentiometrìc 
titration (2.2.20), using 0.1 M sodium hydroxide. Read 
the volume added hetween tbe two points of inflexìon. 

l mL of 0.1 M sodium hydroxide corresponds to 20.17 mg of 
C'OHJ6C1NO. 

STORAGE 

Stare protected from ligltt. 
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Ephedrine hytlrocltloride 

Slllfated am (2.4.14). Not more than 0.1 per cent, dete:rmiIied 

on l.0 g. 


ASSAY 

Dissolve 0.200 g in 5 mL of alcohol R and add 20.0 mL of0.1 M 

hydrochloric acido Uslng 0.05 mL of metityl red solution R a.s 

indicator, titrate with 0.1 M sodium hydroxide ùtitil a yellow 

co1our i5 obtained. 

l t.flL of 0.1 M hyàrfJchlo7iè acrd is et(tiìVllÌeiìt to 16.52 mg of 

CwH,sNO. 


STORAGE 

Stote protected from light. 


01/zaOS:IM87 
!;or.rected 6.0 

EPHEDRINE HYDROCHLORIDE 

Ephedrini hydrochloridum 

!'10M 
~AU I{~~~' HCf 

C,oH16QNO M,iDi.' 

[50-98-6] 


DEFlNITION 


(IR,2S)-2-(Methylarnino )-I-phenylpropan-l-01 

hydrochloride. 

Content: 99.0 per cent to 101.0 per cent (dried substance). 


CHARACTERS 
Appeàrance: white or almost white, crystalline powder or 
colourless crystals. 
Solubility: freely soluble in water, soluble in ethanol (96 per 
cent). 
mp: about219 ·C. 

IDBNTIFICATION 
First identificatìon: B, E. 

Second identification: A, C, D, E. 

A. Specific optical rotatioÌl (see Tests). 
B. Infrared absorption spectrophotometry (2.2.24). 

Comparison: ephedrine hydrochlaride CRS. 
e. Thin-layer chromatography (2.2.27). 

Test solution. Dissolve 20 mg of the substance to be 
examined in methanol R and dilute to lO mL with the same 
solvent. 
Reference solution. Dissolve lO mg of ephedtine 
hydrochloride CRS in methanol R and dilute to 5 mL with 
the same solvent. 
P/ate: TLC silica gel plate R. 
Mobile phase: methylene ehloride R, coilceltttated 

ammonia R, 2-propanol R (5:15:80 VIVIV). 

Application: lO !!L. 

Development: over 2/3 of the plate. 

Drying: in air. 

Detection: spray witb ninhydrin solution R; heat at 110 "C 

for 5 min. 
Resu/ts: the prindpal spot in the chromatogram obtained 
with the test solution is similar in position, colour and size 
to the principal spot in the chromatogram obtained with 
the reference solution. 

D. To 0.1 mL oi solution S (se<! Testo) add l mL of water R, 
0.2 mL of copper su/fate solution R ami l mL of sttoiìg 
sodium hydroxide so/utiOll R. A vio1et colour ìs ptod1!ced 

EUROPEAN PHARMACOPOEIA 8.0 
.. L~ 

Add 2 mL of methylene ehloride R and shake. The lower 
(org:mic) laya- is dark grey and the upper (aqueous) layer 
is b1ù:e. 

E. 	To 5mL oi sòlution S (see Tests) add 5 mL of water R. The 
solution gives reaction (a) of chlorides (2.3.1). 

TESTS 
S'<41ition S. DIssolve 5.00 g in distilled water R and dilute to 
SO.O mL wlth ilie sarne solvent. 

Appé'à:i'lliflCe of $OlutioD. Solution S is dear (2.2.1) and 
.-:olòtl'rll:ìss (2,2..2, Method II). 

Addlty Or àlkiù.i.nity. To lO mL of solution Sadd 0.1 mL of 
methyl red .falufion R and 0.2 mL of 0.01 M sodium hydroxide. 
The solutiòn is yellow. Add 0.4 mL of 0.01 M hydrochlorie 
licid. The solution is red. 

Sped1ìt optical rotation (2.2.7); - 33.5 to - 35.5 (dried 

substanee). 

Dilute 12.5 mL of solution S to 25.0 mL with water R 


Related s'Ul:Istlll1ces. Liquid chromatography (2.2.29). 

Tè:St sulritittn. Dissolve 75 mg of tbe substance to be examined 

in tlre mobile phase and dilute to lO mL with tbe mobile phase. 

R1!fermce sòIution (a). Dilute 2.0 mL of the test solution to 
1 00.0 mL witb the mobile phase. Dilute l.0 mL of this solution 
to 10.0 mL With the mobile phase. 

Riference solution (b). Dissolve 5 mg of the substance to be 

e':tltmi1fed and 5 mg oipseudoephedrine hydrochloride CRS in 

the mobile phase and dilute to 50 mL with the mobile phase. 

ColUiflll: 

- size: l 0.15 m, 0 4.6 rom; 

- statioftttry phase: spherìçal phenylsilyl silica gel for 


chromatagraphy R (3 p.m). 
Mobile phase: m:i:x 6 volumes of methanol R and 94 volumcs of 
a 11.6 glL solution of ammonium acetate R adjusted to pH 4.0 

wi.th glacial acetic acid R. 

Flow rate: 1.0 mL/min. 

De:teétìon: speCtl'ophotometer at 257 nm. 

Injection: 20 flL. 

Run time: 2.5 times the retention time of ephedrine. 

Relative retentian witb reference to ephedrine (retention 

time = about 8 min): impurity B about 1.1; 

impurity A =about lA. 

System sUitabìlity: reference solution (b): 

- resolution: rninimum 2.0 between the peaks due to 


ephedrine and impurity B. 


Iimìts: 
- correetion factor: for tbe calculation of content, multiply 

tbe peak area oi impurity A by OA; 

- impurity A: not more than the area of the principal peak 
in the chromatogram obtained with reference solution (a) 
(0.2 per cent); 


- unspecifted impurities: (or eaçh impurity, llot more than 

0.5 times the area ofthe prindpal peakin tbe chromatogram 
òbtained With reference solution (a) (0.1 per cent); 

- sum cfimpurities other than A: not more than 2.5 times the 
area of tbe principal peak: in the chromatogram obtained 
with reference solution (a) (0.5 per cent); 
disregard limit: 0.25 times the area of the prindpal peak: 
in the chromatogram obtained witb reference solution (a) 
(0.05 per cent). 

Sulfates (2.4.13): maximum 100 ppm. determined on 

solution S. 


LOSi OD drying (2.2.32): maximum 0.5 per cento determined 
on 1.000 g by drying in an oven at 105 0e. 
Sulfàted «$h (2.4.14); maximum 0.1 per cent, determined on 
1.0 g. 

See: the information secfion on generaI monographs (caver pages) 2142 



Prochlòt'pemzine maleate 

H1!àVf mriils(2.4<8). Dis-S'ol"è LO gin wlitet .R md dìlUt~ tb 
2S.Ò ml..vt.rili the.SiMé i>01Véftt. c~ oattheptelitfr1!.tÌUn. 
lO mL d! tJiiepretift'tìl.te oompliés wftlì test E (5 pj5m). Pf1r1'l\t'e 
t:l1e refenmce 5Oh1tion iising 5 mL of lettd stl:ntdtttd slTlatkrn 
(J ppm Pb) R. 
LÒ5S oil dtyi:ttg (2.1.32). ~cit mòre ilian 0.5 per cent, 
detennined on 1.00 gby drying in m ovm at 105 "C. 

Sulfated asli (2.4.14). Mot mote than 0.1 per cento determined 
011 1.0 g. 

ASSAY 

Dis'Sùl~ OAO'O gin 50 mL ofdìllite h:ydrachlaric aeid R. CilrI1 
dùt ilie d~ation af ptimatY arQttJ.atic àI1llìlo :nitto'gen 
(2.5.8). 

l mL of 0.1 M sotIiùin nitrite is èquinlent to 27.28 mg of 
CuPItIClNj 0 2• 

stORAGE 

Stote ptotected from light. 

07/2'010:0244 

PROCBLORPERAZINE MALEATE 

Ptochlorperazini maleas 

~N~Nl fçCOif1, -_
SÙ 

- _ _ "llvt!,c~ t 
f

OtAJ2 
a 

CtgR1.C1N10.s M,60o 
[84-02-6J 

DEFINITION 

2-Chloro-lO- [3-( 4-methylPiPerazin-l-yl)proprll-l0H­
phenothiaz.ine bis[liydrogen (Z)-butenedioate . 

Cantent: 98.Ò per cènt to 101.0 per ceftt (dried substai1d:). 

CIlAltACTERS 

AP'}teatàncè: Whlte or pà.le-yèllow, crystalllne powder. 


Srtlubility: Vèty slightly soluble in warer and in ethanol (96 per 
éeht). 

IDENTIFICATION 

First identific:ation: B, C, D. 

Second identifitation: A, C, D. 

A. Ultravìo!et and \isible absorption spectrophotometry 
(2.2.25). Carry aut the identificatian test protected from 
light and metiSure the absarbances immediatel)'. 

Test salution (a). Dissolve 50 mg in 0.1 M hydrochlotic atid 
and dilute tr1 500.0 mL With tbe same acid. 

Test soltU'ib71 (b). DiU.lté 10.0 mL of test solutioil (a) to 
100.0 mL Witb 0.1 M hydrochlòtic acid. 

Spectml tà1Ige: 280-350 nm for test solution (a); 230-280 nm 
for test solution (b). 

Attsòrption maximum: at 305 nm for teSt solution (a); àt 
255 nm for test solution (b). 

Speeific absorbance at the absorption maximum al 255 nm: 
525 to 575 for test solution (b). 

Éùl{OPEAN PHARMACOPOEIA 8.0 

B: ri1'if'1frl!'dlllj~fI()iì ;,petlttlph:otdmetry (2.2.24). 

Ci"mJ7dTifon:prt1t~lte maleate CRS. 
c. Idt!l:lÌin:':iatiOn ~tforplre:n'(jthiaz.ines by thin-Iayer 

clfrl1ffillftfgfip1fY (Z;3.3)mth tbe folloWing moditications. 

Test ialùffim. !'5'iSllfflvè 20 mg of tbe substance to be 
~ed ID a m:ifttitè OfèqUID volumes of methanal R 
a:.'ld methyleiie c:hiOtille R and md dilute to 20 mL With tbe 
samemiXtUre or solVl!lìts. 

Refetl1nce soliJti!1t!. J:>issolve 20 mg ofprochlorperazine 
maÙ!fa'tè CRS in a ftliXfilte of equa! volumes of methanol R 
and midh,lWIe eh/orme R md and dilute to 20 mL With the 
sìfIDì: ìl.:lfrtaie ò! &GM!lits. 

AJl1ilìtittiiifl.:4 "a.. 
n.tnttttate0.2g'With il tniXtUré of l mL of strong sodium 

hydro:eitlt soZfif:tfm Rmd 3 mL of water R. Shake witb 
3 qJ:tantmèS, e!ìèh or 5mI., ofether R. To 0.1 mL of the 
aquéOùli 1à"j>1!l' a'dd il solution of lO mg of resoreinol R in 
3 mL or stIlfittic acid R. Reo«: in a water-bath for 15 min. 
No oolout devèl:ops. To the remainder of the aqueous Iayer 
à:dd 2 mL af /;romilll! sol!ìtlOn R. Reat in a water-bath for 
IS min and theh heat to bòiling. Coo!. To 0.1 mL ofthe 
SòlutiO'n add a solutidn ofIO mg ofresorcinol R in 3 mL of 
sulfuric acid R. Reat in a wilter-batb for lS min. A blue 
co1our devclbps. 

TESTS 

pB (2.2.3): ;'.0 ti> 4.0 fur a freshly prepared saturated solution 
in carbon diOXide-free watltr R. 

Rdati:u ~tanCi:s. Thin"layer chromatography (2.2.27). 
Catry aut the teSt j1rtltected jrom light. 


Sòlvetit mi;o:mre: diethylllffline R, methanol R (5:95 v/V). 


Test salùtitJn. Dissolte 0.2 g of the substance to be examined 
in the solvent miXtute and dilute to lO mL With tbe solvent 
:t!iìXture. Prepare fue solution immediately before use. 

Riiference salUfion. lJil.ute l mL oftbe test solution to 200 mL 
with the solvmt miXttl..re. 

Plate; Tre silica gel Gl25, p/ate R. 


Mobile pha5e: acetone R. dieth)'lamine R. C)lclohexane R 

(10:10:80 VIV/V). 


ApplicatiMI: lO fil.. 

Developmmt: oter 2/3 of the plate. 


D'yitlg: ID ait. 

Detecti01l: en:ttri1re in ulttavìblet light at 254 nm. 

Lifflit; any spot, apart from the principa! spot, is not more 

intense tban fue spòt in the chtomatogram obtained Witb 

the reference solution (0.5 per cent); disregard any spots 

re.mairung at thé points of appHcation. 


Loss on d.rying (2.2.32): m3XÌ1llum 1.0 per cent, determined 
on 1.000 g by drying in m oven at IOS "C. 

Sulfated ash (2.4.14): mmmum 0.1 per cent, determined on 
l.0 g. 

ASSAY 

Dissolve 0.200 g ofiliè powdeted substance to be examined in 
50 mL of anhydrous acetie acid R, warming on a water-bath. 
Allow to COdI te room temperature. Titrate Witb 0.1 M 
perchlOtic acid dètermitling tbc eftd-point potentiometrically 
(2.2.20). 

1 mL of 0.1 M perchlaric add is equivalent to 30.31 mg of 
C,.H,PNs°aS· 

STORAGB 

Protected from light. 

See the information section on generai monographs (cover pages) 3104 
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CRARACTERS 

A wltite or '1f!ty sll'gb.tlt jWiow, èl]'st:iill:in:e'powder, '. . '. ". ' 
Itygrd§édph::, vety soIùbIE iÌl"#.l1:~. freeJ:y",blubIe' in ll:1b:rhtll. 
slightIy li61uble in at:ettllle. 

IDEl:'l'TIFICATIDN 

First ideMiftça:tion; C, D. 

SecDnd identification, A, B, D, E. 

A. Melting point (2..2.14): 166 ~C to 170°C. 

B. 	Dissolve 10.0 m:g in 0.1 M $odium hydròxidli md dilute 
to 100.0 mL with the slimè solvent. Dilute 10.0 mI. or 
the solution to 100.0 mL With 0.1 M sl1dium Itjdro~de. 
Etatllinéd belWéén 220 Dm md 35'0 Iim (2.2.2S), tlìé 
solutié1n shows alI ab~tl1fi.·ofl ttlaìiti'tl:iliì at 173 4m. fi.é 
spetific absorbmce al the ì1:la:tilfiùm j's 58'0 (o 6'10. 

C. E:faltlirte by Ìnfrnred al:l-sotptiòn spei:tro1'l1otòm~ 
(2.2.24), compa'rÌÌlg With tlie 5p'e'ct:r'Il.m òbtil:ittétl Wifu 
protainal'nide hyàrochlDf'ide CRS. 

I). Dilute l mI. of s61ution S to 5 m.ì. With water R. Tlle 
solu:tion gives teaction (a) of ch10tides (2.3.1). 

E. 	Dilute 1 mL ofS'olution S (see Tests) to 2 :tnL with water R. 
l mL ofthis solution gives fue teàdÌÒl1 of pnma:ry at'OtiIllltic 
amines (2.3.1). 

TESTS 

Sòlution S. Dissolve 2.5 g in carbon dioxide-free water Rami 
dilute to 25 :tnL with the sante solvent. 

AppearlUlèe of501ution. SolUtion S is dear (2.2.1) and fiòt 
mOre iuteilsely còloured than referenee solutitm B6 (2.2.2, 
Metltodm. 

pH (2.2.3). The pH of1I0lutiòn S is 5,6 to 6.3. 

It.elated sùb$tàllces. ExamÌfle by thin4a:Yèr d'rròmat(J'graphy 
(2.2.27), using silica gèl GF15< R as t.I1e cOating subst:ìnce. 

Test solution. Dissolve 0.10 g or the substance to be exartrlned 
in alcohol R and dilute to 10:tnL with t.I1e sante solvént. 

Reference solution. Dilute l mL of t.I1e test solutian to 200 mL 
with alcohol R. 

Apply to the piate 5 J1L of each solution. Develop over a 
path of 12 cm using a mixture of 15 volumes ofgiadal aCètic 
acid R, 30 volumes ofwater R and 60 vo)umes of butanol R. 
Piace the piate in a stream of coM ai! until the pbrte appears 
dry. Ex'amiire in ultraViolet light at 254 Iìttl. Any spot ili the 
chromatogram obtained with tbe te'St solutio'n, ;tpatt ftdln 
t.I1e prindpaJ sp'Ot, is not more intense than the spbt in tltè 
chmmatogtam obtained wit.l1 the referénce solution (0.5 per 
Cént). 

Heavy metals (2.4.8). 1.0 g eomplies with test C for heavy 
metaJs (20 ppm). Prepare the referenee solution using 2 mL 
oC lead standard solution (lO ppm Pb) R. 

Los5 on drying (2.2.32). Not more t.I1an 0.5 per cento 
determined on LOOO g by drying in an oven at 105 DC. 

Sulfatcd ash (2.4.14). Not more than 0.1 per cent, detetrnined 
on 1.0 g. 

ASSAY 

Dissolte 0.2500 g in 50 mL of di/lite hydrochlotic aOd R. Carty 
out the determiuation of primary aromatic amino-IIittògeb: 
(2.5.8). 

l mL of 0.1 M sodium nitrite is eqUivaleJrt to 27.18 mg of 
Cl,HuClNp. 

STORAGE 

Store in an airtigbt container, protected fram light. 

Generai Notices (1) apply to ali monographs and other te:tts 

Proeme hydrocltloride 

01/2008:0050 
corrected 7.0 

nOCAINE HYDROCHLORIDE 

Procaini hydrochloridum 

O (aiadO...............N~CH3 • HCI 


HtN 

C1/lziC!.l:'fP, 	 M,272.8 
[51-()5l.;8] 

JJim:m'f'tON 
P~'è' ltydriJdtlotide contains not less than 99.0 per 
cimt milITO! mote than the equivalent of 101.0 per cent
ofi~(~am.iilo )ethyl4-atllinobenzoate hydrochloride, 
..alcuft$'!d 'M'ili ref'etence to the dried substance. 

CRA.&Aè'l'ERs 
A wl:lite dr àlmost wrute, crystalline powder or colourless 
ciywrals. véìy soluble in water, soluble in ethanol (96 per cent). 

IDENTiFi:CATION 
Fitst identijìcation: A, B, E. 

Second identification; A, C, D, E, F. 

A. Melting point (2.2.14): 154 DC to 158 ·C. 

B. 	Etam:ihe by infrared absorption spectrophotometry 
(2.2.U), comparing with the spectrum obtaìned with 
]ffocltìne hydrochloride CRS. 

è. 1'0 aboì:lt 5 mg add 0.5 mL offuming nitric acid R. Evaporate 
to il.rynés'S on a water-bath, allow to co61 and dissolve the 
rmdtie in 5mL of acetone R. Add l :tnL of 0.1 M alcoholic 
poliMtium hydroxide. Only a brownish-red colout develops. 

D. To 0.2:tnL of solUtion S (see Tests) add 2 mL of water R 
an'd 0.5 m:L of dilute sulfuric acid R and shake. Add l mL or 
a l giL sòlUtion ofpotassium permanganate R. The colour 
il> ittJ:ri:lediately discharged. 

E. It gives reaction (a) of chiorides (2.3.1). 

F. 	 Dilutel:tnL of solution S to 100 mL with water R. 2 mL of 
this solution gives the reaction of primary aromatic amìnes 
(2.3.1). 

fFSrs 
Sol'tltiOì1 S. Dissolve 2.5 g in carbon dioxide1ree water R and 
dllme to SO fiL with the same solvent 

AippéatlUìte of sollltion. S61ution S is dear (2.2.1) and 
cdloutless (2.2.2, Method m. 

}'IH (2.2.3). Dilute 4 mL of solution S to lO mL with carbon 

dio;l;ide"free water R. The pH of the solutìon is 5.0 to 6.5. 


Related sllbstàllces. Examine by thin-Iayer chromatography 
(2.2.27), using silica gel GF154 R as the coating substance. 
Test solution. Dissolve 1.0 g ofthe substance to be examined 
in water R and dilute to lO :tnL with the sarne solvent. 
Reference solution. Dissolve 50 mg of4-aminobenzoic acid R 
in water R and dilute to 100 mL with the sarne solvent. DUute 
l mL oft.l1e solution to lO mL with water R. 
Apply Sèparately to t.I1e piate 5 fiL of each S'olulion. Develop 
ClVer a path of lO cm using a mixture of 4 volumes ofgladal 
acetit add R. 16 volumes of hexane R and 80 volumes of 
dibutyl ether R. Dry the plate at 100°C to 105 ·C for lO mìn 
and examine in ultraviolet 11gbt at 254 nm. Any spot in the 
mromatogram obtained with the test solution, apart from 
the principal spot:. is not more intense than the &pot in the 
c.hromatogram obtained with the reference solution (0.05 per 
cent). The principaJ spot in the chromatogram obtained with 
the test solution remains OD the point of application. 
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Cognome e Nome           
 

SCHEDA DI PREPARAZIONE 
    
Fonte di legittimazione:   Farmacopea        
       

O 

Prescrizione medica del   N°    
      

M 

 
Forma farmaceutica:            
 
Riferimento alla procedura tecnologica          
 
Avvertenze e precauzioni:          
             
              
 

Componenti Cod.Interno Lotto* Quantità unitarie ** 

     

     

     

     
     

     
*  Compilare se preparazione allestita un’unica volta e che dunque non richiede foglio di allestimento. 
**  Barrare se impiegato per motivi tecnici 
 
 
Controlli previsti           
  
Contenitore            
  
Periodo di validità           
  
Disciplina di vendita (senza ricetta, RR, RNR, RRM)         
 
Metodo di preparazione 
 
 
 

 
 
 
 
 
 
 
 
 

              
              
              
              
              
              
              
               

SÌ NO OBBLIGO DI 
REGISTRAZIONE IN USCITA

 



 Cognome e Nome               
 
 

SCHEDA RICETTA 
 
Tipologia 
 
□ RR      □ RNR      □ RNR (tab 3)      □ RRM    □ SSN 
 
 
La ricetta risulta spedibile? 
□ sì 
□ no  perché? 
 
Validità temporale ed eventuale ripetibilità della ricetta in oggetto: 
 
 
 
Formalismi obbligatori per il medico per la ricetta in oggetto: 
 
 
 
 
Formalismi obbligatori per il farmacista per la ricetta in oggetto: 
 
 
 
 
Presenza di: 
□ veleni, sostanze molto tossiche 
□ sost. stupefacenti e psicotrope   □ registrazione registro EU 
□ coloranti o corrosivi 
□ sostanze vietate per doping 
 
Modalità e tempo di conservazione della ricetta 
 
 
 
Data limite di utilizzo della preparazione 
 
 
Uso 
□ UI  □ UE 
 
Forma farmaceutica 
 
 
Controllo di qualità obbligatori per le NBP: 
 
 
Attività terapeutica della preparazione 



 
 
 
 
 
 
 

n°…………………li……………………Dott.…………………………... 
……………………………………………………………………………… 
……………………………………………………………………………… 
……………………………………………………………………………… 
……………………………………………………………………………… 
……………………………………………………………………………… 
……………………………………………………………………………… 
……………………………………………………………………………… 
……………………………………………………………………………… 
Avvertenze………………………………………………………………… 
……………………………………………………………………………… 
……………………………………………………………………………… 
Precauzioni………………………………………………………………… 
……………………………………………………………………………… 

……………………………………………………………………………… 
Posologia…………………………………………………………………… 
……………………………………………………………………………… 
……………………………………………………………………………… 
Data limite di utilizzo…………….……………………………………….. 
Sig.…………...……………………………………………………………… 

 

 



Segue: TABELLA N. 8

S o s t a n z a Vie
di somministrazione

Dosi abituali Dosi massime

Per ogni dose
grammi

Nelle 24 ore
grammi

Per ogni dose
grammi

Nelle 24 ore
grammi

Acido mefenamico per os ^ ^ 0,500 1,5

Acido nalidixico per os 0,50 2 1 4

Acido nicotinico per os
s.c.
e.v.

0,05-0,20
0,05-0,10
0,05-0,10

0,30
0,30
0,20

0,30
0,20
0,20

1
1
1

Acido ossolinico * per os ^ ^ 0,75 1,5

Acido pipemidico triidrato per os ^ ^ 0,471 0,942

Acido salicilico top. pom. (crema, ung., gel, ecc.), loz., cerotto, shampoo, sapone, ecc. 1%, 2%,
4%, 25%, 40%, 60%

Acido tiaprofenico per os
rett.

^ ^ 0,6
0,3

0,6
0,6

Acido tolfenamico per os ^ ^ 0,2 0,6

Acido tranexamico * per os
e.v. lenta

^
^

^
^

0,025/kg
0,015/kg

0,1/kg
0,045/kg

Acido tricloroacetico top. ^ ^ 50%

Acido undecilenico top. ung. 5% (in ass. con Zn undecilenato); polv. 2-5% (idem); aerosol 2% (idem)

Acido ursodesossicolico per os ^ ^ ^ 0,012/kg

Acido valproico per os ^ ^ 0,030/kg 0,060/kg

Acitretina * per os ^ ^ 0,025 0,075

Aconitina per os 0,0001 0,0002 0,0002 0,0005

Adenina per os 0,015-0,03 0,15 0,03-0,06 0,3

Adenosina * e.v. rapida ^ ^ 0,012 0,021

Adrenalina cloridrato i.m. o s.c. 0,0002-0,001 0,001 0,001 0,003

Adrenalina tartrato acido i.m. o s.c. 0,0002-0,001 0,001 0,001 0,003

Ajmalina per os 0,05-0,10 0,15-0,60 0,30 0,60

Ajmalina monoetanolato per os
i.m. o e.v.

0,05-0,10
0,05-0,10

0,15-0,30
0,20

^
^

0,40
0,20

Alanina fleboclisi In combinazione con altri amminoacidi nelle soluzioni perfusionali
per la nutrizione parenterale

Albendazolo * per os ^ ^ 0,4 0,4

Alcool isopropilico top. sol. al 70% ^ ^ ^

Alcuronio cloruro e.v. ^ ^ 0,000250/kg 0,000300/kg

Alfacalcidolo * per os ^ ^ ^ 0,000001

Alfentanile cloridrato * e.v. 0,1 0,2 ^ ^

Alfuzosina cloridrato * per os ^ ^ 0,0025 0,010

Allobarbital per os 0,10-0,20 0,20 0,20 0,30

Allopurinolo per os 0,10-0,20 0,20-0,60 0,30 0,80

Alluminio cloruro esaidrato top. sol. al 20% ^ ^ ^

Alluminio ossido idrato per os 0,50-1 2 1 4
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Dott. xxxxx xxxxxxxxx

Via xxxxxxx xxxxxxx, xx 

Torino

Tel. xxx/xxxxxxxxxxx

Sig.ra xxxxxx xxxxxxx 

R/ Acido salicilico 2 g 

 Zinco ossido 

Amido polvere (frumento) ana 25 g 

 Vaselina q.b. 100 g 

Zinco ossido e acido salicilico pasta cutanea (F.U. XII) 

Spedire 30 g 

2-3 applicazioni al dì 

26/06/2015

_______________________________________________________________________

UTILIZZARE IL FOGLIO PROTOCOLLO A QUADRETTI UNICAMENTE PER I CALCOLI 




