ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

AAKOOALKO SLaAvpa atOépilov eAaiov devdpoAiffavov 5%
Rosemary essential oil alcoholic solution 5% v/v

CGR-ES-076 * Ekboon / Version 5.0 » 10.09.2026
MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

Tekpunplwpévn BLBALOYpa@Lkr TPoodrikn: amatTel TOTILKY EMOTNMOVLKA £yYKPLon TP amnd Xprion wg KOPLo
bdeAtio mopaokeLAC.

Documented bibliographic addition; requires local scientific approval before use as a master formulation record.

Mnyn / Source: FN/2006/PO/035 ALCOHOL DE ROMERO AL 5% ¢ Al — enionun gappakomnotia / guvTayoAdyLo *
FN/2006/PO/035

AeATtio Tekunplwong mpog TomLk emoTNHOVIKA €ykplon. Agv anoteAel emkupwpévn odnyla
anobéopevong napTidac.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dappakoTEXVLIKH popen / Dosage form
AlGALPO YO EEWTEPLKN QAPUAKEVTLKE XPron

Solution for external pharmaceutical use

AAAeg ovopaoieg / Other names

Alcohol de romero - Espiritu de romero - Agua de la Reina de Hungria

Zuvtayn / Master formula

Bdon unoAoylopol / Formula basis: 100 mL

A/  ZuoTatiko / Ingredient MoooétTnTa Movada
A Quantity Unit

No

1 ALB€pLo €Aato SevdpoAiBavou 5 mL

Rosemary essential oil
2 ALBavOAn 96% g.s. ad 100 mL
Ethanol 96%
Mnyn obvBeong: [1]. g.s. = enapkr¢ moodTNTA - ad = PEXPL TEALKS OOVOAO. Agv peTaTpénovtal avbaipeTa g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meprypagn okevaopatog / Preparation description
AlavyEg, Axpwio LyPo6 Le oour] aB€pLov eAaiov devdpoAiBavou. [1]

Clear, colourless liquid with the odour of rosemary essential oil.

Apaon kaiL xpRon / Action and use

Tomké evTPLRAC VLo CUUMTWHATLK avakolELON PLIKoD Kal apBpLlkol mdvov, dnwc NEPLYPAeeTaL aTNY
AEMPS. [1]

Topical rub for symptomatic relief of muscle and joint pain, as described by AEMPS.
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MpodiLaypagécg / Specifications
AlavyEG, AXpwWHOo LYPO Ue oour] aBépLov eAaiov BevdpoA{Bavou. MoodTNTEG/MOOTNTA MPWTWY VAWY KATA
§3. Aegv mapéxeTal EL6IKSO aplBUNTIKG OpLo MEPLEKTIKOTNTAG TEALKOD Tpoidvtog. [1]

Clear, colourless liquid with the odour of rosemary essential oil. Quantities/raw-material quality follow §3. No
specific numerical finished-product assay limit is provided.

ZuvOnkeg kat mpo@uAdagelg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 6V cLVLOTOOY HEAETN OTABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» OEV ONUAVEL «OTABEPS» I «OOPAAEC>.

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto @wg / Light
To teAkd okebaopa UAACOETAL MPOOTATEVEVO amd WG KaTtd Tn povoypaoeia. [1]

The finished preparation is stored protected from light under the monograph.

EvaioOnoia otov aépa / Air
H atBavéAn dnuiovpyel atpolG- meplopl{oTe TNV MOPAPOVH OE AVOLKTOUG TEPLEKTEG. H eEdTLon pnopel va
AAAGEEL TN oOvBeon (OLVTOKTLKY EKT{HNON dlabikaoiac). [4]

Ethanol generates vapour; limit time in open vessels. Evaporation can change composition (editorial process
assessment).

EvaioOnoia oto vepo / Water

H atBavOéAn avaptyvoeTol pe vepd. Auto dev amodelkviel 6TL OAEG OL HBLOAVUEVEC HPOOTLKEG TTOPOEVOLY
SlaALTEG peTd and apaiwaon. [4]

Ethanol is miscible with water. This does not establish that all dissolved actives remain soluble after dilution.

EvaloOnoia otnv vypacia / Humidity

Agv TEKUNPLWVETAL £L6LKO oTolxE(o Yo TO TeEAKS okebaopa aTL eEeTaobeloeg nnyéG. Anatte{Tal
OLUMANPWHATKA TeKNplwan mpvy oploBel mpodiaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaloOnoia otn Osppokpacia / Temperature

dOAAEN TEALKOD TPOoidvTOoC: KdTtw amnd 30°C: npootacia and pwg Kot bypacia Katd To PUAAO aoBevols. H
enegepyaaia akoAovBel TIg €l6Ikég Bepuokpaciec TNG ueBSGou. [1]

Finished-product storage: Below 30°C; protect from light and moisture as stated in the leaflet. Processing
follows the method-specific temperatures.

EvaioOnoia o pH / pH

Agv TeKUNplwveTal £161kd otoxelo yia To TeAKS okebaoua oTiG eEeTaobe{oeg mnyéc. AnattelTal
OLUMANPWHATLKA TekuNpiwan TPy oploBel mpodiaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

AAAec aovppBatoTnTeG / Other incompatibilities

ALBavOAN: aouuBaTdTNTA HE LOXLPE OEEOWTIKA. [4]

Ethanol is incompatible with strong oxidants.

compounding.gr CGR-ES-076 | 2



Eldi1kég mAnpogopiec ovoTaTikwy / Ingredient-specific information

AkpLBeic TavtédTnTEG: ABEPLo éAato HevdpoAiBavou / Rosemary essential oil; AtBavdAn 96% / Ethanol
96%. XpnoLLomoLolvTal QOPAKOTOWOKEG TIPWTEG DAEG TNG Mapaneundpevng €kdoong, pe enaAfBevon
CoA. Agv aAN&CeL avBaipeTa dAag, evuddTwon f meplekTikOTNTA. H MoodTnTa g.S. KATAYPAPETAL GTNV
noptida. [1]

Exact identities: AlB€pLo €Aato devdpoAi{Bavou / Rosemary essential oil; AtBavéAn 96% / Ethanol 96%. Use

pharmacopoeial raw materials of the referenced edition, with CoA verification. Do not arbitrarily change salt,
hydration state or strength. Record the actual g.s. amount in the batch.

ZuvOnkec MapaokevhG / Preparation conditions

Epyaotnplakd neptBdAiov Katd tov napaneunduevo AEMPS PN: 25+5°C kot oxeTikn vypooia =60%,
EKTOG av N €161k o0vBeon anattel dLapopeTikd. H Bepuokpaacia neplBadAlovTtog Slagépel and tn
Bepuokpaoia eneEepyaoiag. [2]

Laboratory environment under the referenced AEMPS procedure: 25+5°C and relative humidity =60%, unless
the specific formulation requires otherwise. Room temperature differs from processing temperature.

Mpo@uAad&eilg mpoowmnikoL / Staff precautions

KaBapr npootateuTik evbupacia Kot KAALUUA KEQAANC Katd AEMPS PN/L/PG/002/00. Omou undpyxet
nmbavoéTnTa eMAPAG, KATAAANAQ YavTia- mpooTacia avamnvoriG/ogOaALwY OToL 0 XELPLOUOG OKOVNG TO
amattel. To akplBEC UALKO yavTLoU, 0 agpLloudc Kal n npootacia avamnvonc kabopiCovtal and SDS Kat
TotkA ekTinnon ékBeong. [3]

Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
respiratory protection must follow the SDS and local exposure assessment.

ZTolxeia yia avaivon kivéovou / Risk-assessment inputs

MBavr 6epuatikh evatobntonolnon/epedLOUOG KAl LYNAH TEPLEKTIKOTNTA aAKOOANG. H akpLBAG
TouTédTNTA TOL ALBEPLov eAaiov elval anapaitnTn.

ABavoAn: ebeAekTOL aTOol: amopdkpuvon MNYWY avEdEAEENG Kol KATAAANAOG agPLOPOG. H TeEALKA
Ta€vounon eEaptdTal and ovykévtpwaon/uiyua. [1, 4]

Possible skin sensitisation/irritation and high alcohol content. Exact essential-oil identity is necessary.
Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification
depends on concentration/mixture.

Tekpnpiwon duapkeilag xpnong / Evidence for beyond-use period

H €81k povoypagio avagépel 3 pAvEG LT TG KOBoPLoPEVEG oLVBNKeG. MpdkeLTal yia meplodo TG
nnyng, oxL yla aveEdptnta emPBeRatwpévn otabepdTnTa TNG TOMKAC MopTidag. Anatte{tal avtiotolyion
olvOEaNC, CLYTNPENTLKOD, MEPLEKTN Kal QUAAENG, EAEYXOC TWV LOYXLOUCWY AMALTHTEWY KAl £yKpLon
uTeLBOVOL. H mMpaypa Tk NUEpopnvia pével kevn. [1]

The specific monograph states 3 months under its specified conditions. This is a source period, not
independently verified stability of the local batch. Match composition, preservative, container and storage,
check applicable requirements and obtain responsible approval. The actual date remains blank.

EEapTtwpeveg Baocelg / Required bases

Agv anotte(tal xwploth obvBetn Bdon otn pntr obvbeon. [1]

No separate compound base is required in the explicit formula.

EvbelkTIKOG eEotALOMOG / Indicative equipment

Zuy4é¢ KATAAANANG BLaKPLTIKAG tkavdTNTaG, YOUd(/oMATOVAQ, KATAAANAOL MIEPLEKTEG AVAULENG KO TEALKS
doyxelo. MpoobEéote OYKOUETPLKA Yot ML, eAgyxOuevo LOaTOAOVTPO OToL N PEB0DOG MPOoPAETEL THEN KL
KaTdAANAo @iAtpo émov Znteltal. AVaALTIKOG €EOTMALOUSC OUUQWYA HE TLG BOKLUEG EAEyYOUL. [2]

Balance with suitable resolution, mortar/spatula, suitable mixing vessels and final container. Add volumetric
equipment for mL, a controlled water bath where melting is specified and a suitable filter where required.
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Analytical equipment follows the QC methods.

Aladikaoia mapaockevic / Preparation procedure

. Metpriote 5 mL atbéplov eAaiov 6evEpOA(BavoL papuaKOTOWAKAG TTOLdTNTAC.
. AtaAboTe o€ pépog TN albavoing 96%.

. ZUUMANPWOTE PE aBavOAn 96% péxpt 100 mL kot avauigte. [1, 2]

. Measure 5 mL pharmacopoeial-grade rosemary essential oil.

. Dissolve in part of the 96% ethanol.
. Make up to 100 mL with 96% ethanol and mix.

WNEFE WNR

Mapatnpnoelg / Notes
Meptéxel 5 mL aBéplov eAaiov, éxL 5 g puTikoL ekyxLA{oPaTOC ) BAuaToc. [1]

Contains 5 mL essential oil, not 5 g herbal extract or tincture.

Zuokevaoia kaL VALKa / Packaging and materials
ABLa@AVC, EPUNTIKA KAELOTH GLAAN. [1]

Opaque, hermetically closed bottle.

Ynoderypa eTikétag / Label specimen

AAKOOALKS SldAvpa atBéplov ehaiov HevbpoAiBavouv 5%

MNoodtnta: - Moaptida: - Mapaokevri: - Xpron €éwg:

Mévo eEwTteplk xprion. POAaEN: Kdtw and 30°C: mpootacia and gwc Kat vypaaoia KaTtd To UAAO
a0Bevolg.

AoBevrig/doooAoyia | epyaotnplakr xprion:
EO@AekTO. Makpld amnd gAdya. Mnv Ko Tam{veTE.

YnédeLyua mpog mpocappoyr] amnd Tov opuakomold: dxL TEALKH EYKEKPLUEVN ETIKETA. [1, 4]

- dappakeio/TNAEQwvo:

Rosemary essential oil alcoholic solution 5% v/v

Quantity: - Batch: - Prepared: - Use by:
External use only. Storage: Below 30°C; protect from light and moisture as stated in the leaflet.
Patient/directions or laboratory use: - Pharmacy/telephone:

Flammable. Keep away from flames. Do not swallow.
Specimen for pharmacist adaptation; not a final approved label.

Mé£006o1L eAéyyou / Quality-control methods

Katd AEMPS: opyavoAnmTIKA XapoKTNELOTIKA Kot TEAKH H&la ri/kat dyKoG. Z€ nopaywyn naptidwy:
XPWHaTIOUOG RFE 2.2.2, Stabyela/onaAlopdc RFE 2.2.1, oxetikr mukvétnta RFE 2.2.5, pH katd
PN/L/CP/001/00 kot pikpoBLoAoylkdG €Aeyxog RFE 5.1.4. Agv dlvovtal otn ovuykekpLuévn obvBeon
apBuNTIKA épla pH/MukvdTNTAC 1 €L6LKN BoKlpaoia meplekTikéTNTAC. [1, 2]

Under AEMPS: organoleptic properties and final mass and/or volume. For batches: colour RFE 2.2.2,
clarity/opalescence RFE 2.2.1, relative density RFE 2.2.5, pH under PN/L/CP/001/00 and microbiological testing
under RFE 5.1.4. This formula provides no numerical pH/density limits or specific active assay.

®0AaEn / Storage conditions
Kdtw and 30°C: npootaocia and ¢wc Kot bypacia Katd to pOAA0 agBevoiC. [1]

Below 30°C; protect from light and moisture as stated in the leaflet.

El81kég 0bnyiec 61aBeong / Dispensing instructions

Moévo BeppaTIKG: pLkpr] TIOoOTNTA UE AL EVTPLRH, APKETEG POPEG TNV NUEPA KATA TNV TtNyr. AlakomH
€dv eppaviodel epedlopdc. OxL og vnepevalabnaoia guotaTikol. H mnyr) 6ev KaBopi(let 161k madlatpikd
oxAua. [1]

Cutaneous use only; a small amount with gentle rubbing several times daily according to the source. Stop if

irritation occurs. Do not use with ingredient hypersensitivity. The source provides no specific paediatric
regimen.
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MpoéAevon Kal emavaypnolpomnoinon / Provenance and reuse

Mnyr: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional.
MpwTtdTunn eAAnVIKA/ayyALkr amédoon kot avadldpbpwaon: EAAnvikd Formulary Sikalias, Ztaowdég Xp.
ZikaAldg, compounding.gr. Bdon enavaypnotpomnoinong: aviso legal AEMPS kat RD 1495/2011, dp6pa
7-10/MNapdpTnua. Alatnpidnkav cOvOeon Kal LOVAESEG: TPOOTEONKAY TTUPATIOUTIEG, SLAKPLTEG CUVTAKTIKEG
ONMELWWOELG Kal Kevd medla mapTidag. Aev uvmodnAwveTal £ykplon tng AEMPS. Kwodkdc €kdoong otnv
ava@opd- NIPO 134-20-002-3 / 090-22-245-5. AkpBri¢ nuepounvia eowTePLkAg avabewpnaong dev
dnAwveTal ota PDF. EAgyxoc npdéoBaong 10.09.2026. Ot inyéc CDC/NIOSH eival 6tabéoipeg dwpedv amnd
CDC: oL OOVTOMEG TEXVLKEC MapaPpAaelg dev vrtodnAwvouy €ykplan CDC.

Source: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional. Original
Greek/English rendering and restructuring: Greek Formulary Sikalias, Stasinos Chr. Sikalias, compounding.gr.
Reuse basis: AEMPS legal notice and RD 1495/2011, Articles 7-10/Annex. Composition and units retained;
references, distinct editorial notes and blank batch fields added. AEMPS endorsement is not implied. Edition
code appears in the reference; NIPO 134-20-002-3 / 090-22-245-5. The PDFs do not state an exact internal
revision date. Access checked 10 September 2026. CDC/NIOSH sources are freely available from CDC; brief
technical paraphrases imply no CDC endorsement.

BiBAloypa@ikég avagpopéc / References

[1] FN/2006/PO/035 ALCOHOL DE ROMERO AL 5%. FN/2006/PO/035 Master formula §§3-4; packaging/storage §5; description
§6; period §7; use/precautions §§8-12 and patient leaflet. Al official formulary. EAeyyxog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2006_po_035.pdf

[2] PN/L/FF/007/00 ELABORACION DE SOLUCIONES. PN/L/FF/007/00 §4.3 environment; §4.4 method; §4.6 controls. A2 official
technical guidance. EAgyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff_007_00.pdf

[31 PN/L/PG/002/00 INDUMENTARIA. PN/L/PG/002/00 Clothing and protective equipment. A2 official technical guidance.
‘EAeyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2 00.pdf

[4] niosh_ethanol. Official agency page Raw-material properties, handling and incompatibilities. A2 official technical
guidance. EAgyxog / Checked 2026-09-10.

https://www.cdc.gov/niosh/npg/npgd0262.html

[5] AEMPS — Aviso legal. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical evidence. EAgyxog /
Checked 2026-09-10.

https://www.aemps.gob.es/aviso-legal/

[6] BOE — Real Decreto 1495/2011, articulos 7-10 y anexo. Policy checked 2026-09-10 Reuse conditions. Rights policy, not
clinical evidence. EAeyxoc / Checked 2026-09-10.

https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

Ol avaALTIKEG HéEBODOL cuvoyiCovTal. MNa ekTEAETN amaLTOOVTAL T A PN TMAPATIEUNOPEVA KEPAALQ,
avTBpaoThpLa Kot KPLTApLa KATAAANASTNTAC CLOTAUATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2006_po_035.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_007_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_007_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.cdc.gov/niosh/npg/npgd0262.html
https://www.aemps.gob.es/aviso-legal/
https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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