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CGR-ES-029 | 10.0
Noéoipo S1aAvpa LOPOYAWPLKAC KAovLdivng 20
HLKPOYpPOMHpapLa/mL

Clonidine Hydrochloride Oral Solution 20
micrograms/mL

BLBALoypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKatL mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaoievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4beta fj ouvdpopr. Agv BNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

Source provenance, edition and limits of supplied extracts/references are retained. This is the supplied and
revised Sikalias record, not a newly supplied complete publisher-original text. Consult the official publisher for full
originals under the required licence or subscription. No pending reuse request is represented as approved.

Z0vOeon avagopdc / Reference formula
Bdon / Basis: 100 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

MnTtpikd SLédAvpa LEPoxAWPLKAG kKAovdivng 1 mg/mL 2mL
Clonidine hydrochloride stock 1 mg/mL

YopBLkd KdAL0 0.15¢g
Potassium sorbate

KekaBapuévo 06wp 48 mL
Purified water

Kitpikd 0E0 povoddpiLkd 0.070 g
Citric acid monohydrate

ATAG olpdm EX022 g.s. ad 100 mL
Simple syrup EX022

MpoanaiToVpeva / Prerequisites
CGR-ES-022 Simple Syrup 84% w/v EX022

Meplypa@n okevaopatog / Preparation description
Alavyég dyxpwpo- pH 4,0-5,0.
Clear colourless; pH 4.0-5.0.

References: [1]

Apaon kaiL xpAon / Action and use

KeVTPLKWG 8pWIV AVTILTIEPTACIKOC A2-0YWVLOTHG.
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Centrally acting alpha-2 agonist antihypertensive.

References: [1]

Mpodiaypagéc / Specifications
Alovyécg dyxpwpo- pH 4,0-5,0.
Clear colourless; pH 4.0-5.0.

References: [1]

®wg / Light

Mo to TeAkd okebaopa N nyr opiCeL:
KaoTtavéyxpwun YudAwn eldAn, KaAd kAot 2-8 °C, npootacia and gwc.

For the finished product the source specifies:
Well-closed amber glass bottle; 2-8 °C, protected from light.

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Agv TOPEXETAL HEAETN OEEWOWTIKAG 0TaBEPOTNTOC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpag.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SiaAvtoTnTa / Water and solubility

Kitpikd 0§V povodpLkd: n avtiotolyn kabapn nmpwtn VAN KaTd JP elvat MOAD vdL&ALTN 0TO VEPS.

MnTpkéd SLdALa LEPOXAWPLKAG KAOVLE{vNG 1 mg/mL: n avtioTolxn kabapr MpwTn OAN katd JP elval SlaAvuTrh oTO
vepo.

Yuotatikd TnG Bdong CGR-ES-022: Zakyapdln: n avtiotowyn kabapr npwtn OAN katd JP e{vatl moAd evdLldAvTn oTo
vepo.

Citric Acid Hydrate: JP classifies the corresponding pure raw material as very soluble in water.

Clonidine Hydrochloride: P classifies the corresponding pure raw material as soluble in water.

Component of base CGR-ES-022: Sucrose: JP classifies the corresponding pure raw material as very soluble in
water.

References: [5], [6], [9], [10]

Yypaoia / Humidity

Movo0dpLkd KLTPLkS 0ED: eEavONUATIKS o€ ENPS aépa- EAEYETE TNV EVLBATWHEVN LOPP] KAL TO TMLOTOMOLNTIKO
avéAvong.

Citric acid monohydrate is efflorescent in dry air; confirm hydrate identity and certificate of analysis.

References: [5]

Oeppokpacia / Temperature

Mo to TeAkd okebaopa N nyr opiCeL:
KaoTtavéyxpwun YudAwn eudAn, KaAd kAewotr: 2-8 °C, npootacia and gwg.

For the finished product the source specifies:
Well-closed amber glass bottle; 2-8 °C, protected from light.
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References: [1]

pH kat cuppatétTnta / pH and compatibility
MpodLaypa®r] TOU CUYKEKPLUEVOL OKELAOUATOG, OXL EVPOG amodedelyuévng otaBepdTnTaG:
Alavyég dxpwuo- pH 4,0-5,0.

Specification of this preparation, not a demonstrated stability range:
Clear colourless; pH 4.0-5.0.

References: [1]

AAAeGg aAAnAemibpaoelg / Other interactions

Aev napéxetal mARPNS 6okl ouuBatdTNTAC TOL PiyHaTOoG HE MPboBeTa dPaoTIKA 1 dLapopeTikd €kGoya. Ot
LTIOKOTAOTACELG aMALTOOY XWwPLoTh TeKUNpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

Kitplkd 0E0 povobopLkd: mMPwTn OAN HE XAPAKTNPELOKO SLAAVTAOTNTOC OTO VEPO «TTOAD €vdLEALTN» KATA JP.
MnTpkd SLdAvpa LEPOXAWPLKAG KAoVdivng 1 mg/mL: mpwTn VAN KE XOPaKTNPLOUS SLaAvTdTNTAG OTO VEPD
«BlaAvTh» Katd JP.

ZvoTtatikd tng Bdong CGR-ES-022: Zakxapdln: mpwtn OAN HE X0PAKTNPELOUS SLAALTOTNTAG OTO VEPS «TOAD
€udLdAvTn» KT JP.

Citric Acid Hydrate: raw-material water solubility is classified as very soluble by JP.
Clonidine Hydrochloride: raw-material water solubility is classified as soluble by JP.
Component of base CGR-ES-022: Sucrose: raw-material water solubility is classified as very soluble by JP.

References: [5], [6], [9], [10]

Mpootacia epyalopévwy / Staff protection

KaBapr HaKpLPAVIKN epyaoTnplak evbupacia, KAALYN HAAALWY Kal YAVTLIO KATA TOV XELPLOPS. AAAaYH YOV TLWY
HETE and enudAvvan/ebopd.

Xewploteite tn COyLon Kat AslotpiBnon og xWwpo/dldtagn nov neplopiCel draonopd koviwv, Ye mpootacia
0QOUALWY: 0 TOMOG aVANMVELOTIKAG pooTaciag Kabop(Cetal and Tn cuyKeKPLévn €KOeon.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [11], [2], [7]
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ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn moptida avagopds: 100 mL. MpwTto cLOTATIKS: MNTPLKS SLEALUA LEPOXAWPLKAG KAoVLSivng 1
mg/mL, 2 mL. EAEyETe avegdpTnTa TN XNUKA HOPOH, TG Hovddeg Kot KABE kKALUdkwan mpwy and Joylon.
EAéyETe MAR PN BLAALON Kal TuXOY KPLOTAAAWGN OTNY EMAEYPEVN Bepuokpaaia. YnoAoyiote Tov Oyko 66ong and
™V akptB mg/mL, éxt and TNV MEPLEKTLKOTNTA APXLKOL Slokiov A amoBEéuaToG. AWOTE KATAAANAN OTOUATLKA
alplyya.

Kataypdyte yla TNV TOMKA avdAuvon moodTnTa avd Napaokevr, ouxvétnta epyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elgédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOC BaBUSC KlvdOvou.

Znueio eAéyyou amnodéopevong: emPBeBatwote TeAkd dyko 1 udla otn Oeppokpacia avagopdc, diadyela A
npoBAenOueVN dlaomopd Kal CLHEWVIA TIEPLEKTN/MWUATOG HE TN ouvTayr. MNa OYKOUETPLKH avaywyr Knv
eElowveTe g gE ML Xwpl(g TeKuNPLwPévn mukvéTNTA.

Reference batch: 100 mL. First ingredient: Clonidine hydrochloride stock 1 mg/mL, 2 mL. Independently check
chemical form, units and every scale conversion before weighing.

Check complete dissolution and crystallisation at the selected temperature. Calculate dose volume from the exact
mg/mL, not the starting tablet or stock strength. Supply a suitable oral syringe.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

References: [1], [12], [14]

ZuvOnkec mapaockevng / Compounding conditions

To avtiotolxo PN AEMPS opiCel Beppokpacia xWpouv 25 + 5°C Kat oxeTkA vypaoia =60%, eKTOG av n €L6LKA
@OpuovAa amattel dAAa. Mpdkettal yia neptBdAAov epyaoiag, éxt yia Bepuokpaoia 8€puavong i OAAENG.
TnpolvTal n oelpd Mpoadbnkng, n Oeppokpacia Kat ot xpdvol ov avagépovTtatl otn Atadikaoia Mapaokevig. H
€0k povoypagia 6ev anmoteAel MAPN HEAETN KATAAANAOTNTOC TOL TOTLKOU XWPEOL/EEOTALOUOD.

The corresponding AEMPS SOP specifies room temperature 25 + 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [11], [3]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv inyr: TeAKS Kat untpLkd: 60 NUéEPeG aToug 2-8 °C: HeETA TO dvolypa 30 NUépEC.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

ETLAEYHEVOC YEVIKOG Kavovag: £we 35 nuépeg yia udaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
o0vBeon kat pH. Xpnatpomnowjote 20-25 °C, A} 2-8 °C pévo dtav n nnyr To emTpénel/analtel kat n Hopen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavoroinOel
peTagepOel o GAAN pdon.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovdoag €kdoong elval n cuvtoudTePN HETAED TNG MoPATIAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpacia, LEO0DO evdELKTLKH 0TABEPOTNTAC KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Ke{pnevd TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpkela, AREELC MPWTWY
VAWV KoLl TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO Avolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN GLUYKEKPLEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvtnpeNTkd Oplo emMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
napTidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEDN, TN oLVTAPNON Kal TG emTPeNOUEVEG Bepuokpaoieg. H
TIUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATd TNV EApavan. MNa tekunpiwaon xpnotponotiote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napaockedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomotle{tal wg 0dnydc: Kataypdeetal pntéd wg ekTinon Kot XL WG
pétpnon. Auei{BoAn fj opltakr Ta€vounon amnattel l6iké tekuriplo j KATAAANAN wétpnon. H nuepounvia TeAltkol
okevdopatog dev vnepPaivel Tn dlaBéoun nuepopunvia Twv RdN MAPACKEVACUEVWY CLOTATIKWY/BATEWY, EKTOG Qv
€xeL voBeTNBel enapkrg e8Ik TekUNP{won yla TNV akpLBr TeAkr obvBeon.

Period reported by source: Final and stock: 60 days at 2-8 °C; after opening 30 days.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 35 days for an aqueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for agueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

References: [1], [8], [11], [13], [15]

Mpoamaitovpeva / Prerequisites
Simple Syrup 84% w/v EX022: CGR-ES-022

Simple Syrup 84% w/v EX022: CGR-ES-022
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References: [1]

EEomAlopog / Equipment

Zuyég KaTtdAANANG eAdxloTng COyLong, youdi/Omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav undpyel O€ppavan, dpyava oyKopéTpNong yla noodtnteg mL.
BaBpovounuévo pHUETPO Kot KATAAANAQ PUBULOTIKA EAEYYOUL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.
Calibrated pH meter and suitable check buffers.

References: [1]

M£00o60¢ nmapaokevnc / Compounding method

MnTplkd dldAvua: vpoxAwplk KAovidivn 0,1 g, V6wp g.s. ad 100 mL. MpooBéote 2 ML ToL PNTPLKOL ota 48 mL
06aT0G. AlaADOTE TOPRLKO KAl KLITPLKO 0ED, CUPTIANPWOTE HE OLPOTIL, avaulEte Kal eAéyETe pH.

Stock: clonidine hydrochloride 0.1 g, water g.s. ad 100 mL. Add 2 mL stock to 48 mL water; dissolve sorbate and
citric acid, make up with syrup, mix and check pH.

References: [1]

Napatnpnoelg / Observations

AloxwploTe TIG €TIKETEG UNTPLKOV/TEALKOD Kot eAEYETE aveEdpTnTa TNV apaiwon 1:50.

To untpeLkd dtdAvpa 1 mg/mL neptéxel pévo kAovtdivn kat vepd Kat dlagépel amnd to TeAkd SldAvpa e copPLkd
K&AL0. ZTNV Mapoloa oLVTNPENTLKA €QapUOYH XpnoLuonote(tal vwnd otnv (dla cuvexh epyaaia Kat To umdéAoLno
anoppintetal 6gv KANPovopel To aptBuNTIKé 6pLo Tou TeAkoD. H AEMPS avagépel xwplotd 60 NuéEPEG KAl YL TO
MNTPELKS, dAAG avTé mapapével meplodoc MNYAG Kal HEV TEKUNPLWVEL AVTOUATWG TOTILKH HLKPOoBLOAOYLKH endpKELQ
TOUL AMOONKELVPEVOL UNTPELKOD. MNa andBepa anattel{tal ywploth €ykplon e Bdon tTnv akplBr ocbvBeon/mepLléKTn.

Separate stock/final labels and independently verify the 1:50 dilution.

The 1 mg/mL stock contains only clonidine and water and differs from the potassium-sorbate-preserved final
liquid. In this conservative implementation use it fresh in the same continuous operation and discard the
remainder; it does not inherit the final-liquid numeric cap. AEMPS separately states 60 days for the stock, but that
remains a source instruction and does not automatically establish local stored-stock microbiological suitability.
Retained stock needs a separate approved assessment of exact composition/container.

References: [1], [15]

MeplékTnG KaL ovokevaoia / Container and packaging
Kaotavoxpwun yodAwn @LaAn, kaAd kAewoth: 2-8 °C, npootaoia amnd ¢wc.
Well-closed amber glass bottle; 2-8 °C, protected from light.

References: [1]
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MowoTikOG éAeyxoG / Quality control

Alavyég dxpwuo- pH 4,0-5,0.

ZuunAnpwpatikol €éAgyyol Tou PN mov mopaméumneL n nmnyn:

Epgdvion kot pafa/éykoc. Mo oelpéc mopTidwy: xpwua, dladyelo/onaAlonudg, oxeTKN MukvdTNTA, pH Kal
MIKpoBLloAoyLkéc éAeyxoc RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoeneEepyaoia, ekTg €WOLKAG 0dnylag. MNa akpBn
pETPNON papuiOleTAL MOTEVOLOPETPLKY HEB0DOG RFE 2.2.3- ot Tawvieg neplopifovtal oe eAEy)XoLG Tov dev
anattoOv vynAn akpiBeLa.

H uébodog, to éplo anodoync, N MPAYHATIKN TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

Clear colourless; pH 4.0-5.0.

Additional tests from the referenced SOP:

Appearance and mass/volume. For batches: colour, clarity/opalescence, relative density, pH and microbiological
testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [11], [3], [4], [14]

®0Aain / Storage
Kaotavoxpwun yodAwn @LaAn, KaAd kKAewotr- 2-8 °C, npootaoia amnd wc.
Well-closed amber glass bottle; 2-8 °C, protected from light.

References: [1]

A1aOeon / Dispensing

Xoprynon otnv akplBri cuvtayoypa@nuévn mMEPLEKTIKOTNTA. Mo LYPA&, XpPNoloTolioTE KATAAANAN
BaBuovopnpévn cbpLyya and Tov oTOUATOG: KATAypAYTe 880N Kol ouxvETNTA Amd TN CLVTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioApavon / Labelling

Méotpo SLédAvpa LEPOXAWPLKAG KAovdIvnG 20 pikpoypappdpla/mL

And tov oTOUATOG

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTO:

®OAaEN: Kaotavdxpwin YOGAvN @LAAN, KaAd KAeloTH: 2-8 °C, mpooTtacia and ewg.
©eppokpaoia yla To BUD auTtAg tng naptidag:

Clonidine Hydrochloride Oral Solution 20 micrograms/mL

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Well-closed amber glass bottle; 2-8 °C, protected from light.
Temperature for this batch BUD:

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal wg eAANVIKY vouobeaia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc katL mapamnounég / Sources and references

[1] FN/2019/FMT/026 CLONIDINA CLORHIDRATO 20 MICROGRAMOS (MCG)/ML SOLUCION ORAL

2019 | PDF pp. 2-3 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2019_fmt_026.pdf

[2] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[3]1 PN/L/FF/007/00 ELABORACION DE SOLUCIONES

Awabéoipo kel{pevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff 007_00.pdf

[4] PN/L/CP/001/00 DETERMINACION DE PH

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_001_
00.pdf

[5] MHLW - Japanese Pharmacopoeia XVIII: Citric Acid Hydrate

JP XVIII, 2021; English text | Printed p. 769; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.pdf

[6] MHLW - Japanese Pharmacopoeia XVIII: Clonidine Hydrochloride

JP XVIII, 2021; English text | Printed p. 789; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.pdf

[7] ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[8] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html

[9] MHLW - Japanese Pharmacopoeia XVIII: Sucrose

JP XVIII, 2021; English text | Printed p. 1748; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[10] FN/2003/EX/022 JARABE SIMPLE (84% P/V). Modificado 2020

2003 / avaB. 2020 | PDF pp. 2 | master formula | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_022.pdf
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(r ¢ compounding.gr | 10.0 | 2026-10-14

[11] Illinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[12] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[13] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[14] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[15] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
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