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CGR-ES-036 | 10.0

MNoopo SiaAvpa vdpoYAwpPLKAG Oslapivng 100 mg/mL
Thiamine Hydrochloride Oral Solution 100 mg/mL

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat 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 avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL 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

Y6poxAwpLkr Betapivn 1049
Thiamine hydrochloride

TuvTtnenuévo BEWP XWPI(C MponmuAeEVOoYALKOAN EX028 50 mL
Preserved water without propylene glycol EX028

AnAG olpdmL EX022 g.s. ad 100 mL
Simple syrup EX022

Y6poEeiblo vatpiov 0,1 N g.s. pH 2.5-4.5, €dv anatteital / if
Sodium hydroxide 0.1 N needed BA. moodtnTA / See quantity

Mpoamaitovpeva / Prerequisites
CGR-ES-002 Preserved water without propylene glycol AEMPS; CGR-ES-022 Simple Syrup 84% w/v EX022

MNeprypa@n okevaopatog / Preparation description
Alavyéc dxpwuo- pH 2,5-4,5.
Clear colourless; pH 2.5-4.5.

References: [1]
Apaon kai xpon / Action and use
JuunAfpwia Brtapivng B1.

Vitamin B1 supplementation.

References: [1]
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Mpobiaypagéc / Specifications
Alavyég dxpwuo- pH 2,5-4,5.
Clear colourless; pH 2.5-4.5.

References: [1]

®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
KaoTtavéyxpwun YudAwn oudAn, kaAd kAelotr: 2-8 °C, npootacia and ewc.

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

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPATNTAC TOL TEALKOD HiyPaTog o0TE anaitnon adpavolg aTtudéoealpac.
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 dtaAvtéTnTa / Water and solubility

JuotaTtikd NG Bdong CGR-ES-002: MapaddpoEuBevloikdc pebuAieoTtépag: n avtiotolyn kabapn mewTn DAN KATA
JP elvat Alyo dtaAvtr oT0 vepd.

Zvotatikd tng Bdong CGR-ES-002: Napaddpo&uBevloikdg npomuAeotépac: n avtioTowyn kabapr mpwtn OAN KaTd
JP glvat moAD Alyo SlaAuTH oTo vepd.

Yuotatikd TnG Bdong CGR-ES-022: Zakyapdln: n avtiotowxn kabapr npwtn OAN katd JP e{vatl moAd evdLdAvTtn oto
vepd.

Component of base CGR-ES-002: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-ES-002: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

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

References: [71], [8], [9], [10], [11]

Yypaoia / Humidity

Agv SlveTal apBUNTIKS OPLO OXETLKNAG LYPATI(AGC YL TO TEALKO oKkeDaTUa. ATopebyovTal dLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

lNa to TeAkd okebaopa n nnyn opiCeL:
Kaotavéypwpn yudAwn @lédAn, kaAd kAewotr- 2-8 °C, npoatacia and owg.

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 kai oupBatotnta / pH and compatibility

MpodLaypa®r] TOV CLUYKEKPLUEVOL OKELAOUATOG, OXL E0pOG amodedelyuévng otaBepdTnTAG:
Alavyég dxpwuo- pH 2,5-4,5.

Specification of this preparation, not a demonstrated stability range:
Clear colourless; pH 2.5-4.5.

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

Tavtonoinon kat B&on COywong:

¢ Y6poxAwptkr Bstapivn: 10 g.

e ZuvTnpenuévo VdWP XwWpPig mpormuAevoyAukdAn EX028: 50 mL.

e AnAS olpdmt EX022: g.s. ad 100 mL.

OL dnAwpEveEG popeéc/moldTnTEG avrikouy otny akpBr) cbveean tng mnyrg.

YvoTtatikd tng Bdong CGR-ES-002: NoapaddpoEuBevloikdg HEBUAECTEPAC: MPWTN UAN HE XOPAKTNPELOUS
SlaAvtdéTnTaC 0TO VEPD «Alyo BlaAvTrh» KaTd JP.

JuotaTtikd ™G Bdong CGR-ES-002: MapaddpoEuRevloikdc MPOoMLAECTEPAG: TMPWTN VAN UE XAPAKTNPLOUS
dlaAvtdTNTaC O0TO VEPS «TIOAD Alyo dLaAvuTh» Katd JP.

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

Identity and weighing basis:

e Thiamine hydrochloride: 10 g.

* Preserved water without propylene glycol EX028: 50 mL.

¢ Simple syrup EX022: g.s. ad 100 mL.

The specified chemical forms/grades belong to the exact source formula.

Component of base CGR-ES-002: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-ES-002: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

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

References: [11], [7], [8], [9], [10], [11]

MpooTtacia epyalopévwy / Staff protection

KaBapr HaKkpLPAvIKn epyaoTnplakn evbupacia, KAALYN HAAALWY Kal YAVTIO KATA TOV XELPLOPS. ANy YOV TLWY
METE amnd empdAvvon/eBopd.

Xelplote(te tn COyLoN Kot Astotpi{Bnon oe xwWpo/dldtagn nov neplopi(Cel Saamopd Koviwy, e mpooTaaia
0QOUALWY: 0 TOMOG AVAMVELOTIKAG MpooTaciag Kabopi(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.
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References: [11], [2], [5]

EKTipnon kKivdovovu / Risk assessment

ZuykekpLuévn moptida avagopdg: 100 mL. Mpwto cuoTaTikd: YopoyxAwptkr Betauivn, 10 g. EAéyETe aveEdptnTa
TN XNMWKA Hoper, TG HOVEdEC Kol KABE KALUdKwan mpwv amd COyLon.

EAéyETe MARAPN 6LAALON Kal TuXOY KPLATAAAWGN OTNY EMAEYUEVN Bepuokpaaia. YrnoAoyiote Tov dyko 66ong and
™V akPLBR mg/mL, éxL and TNV NEPLEKTIKOTNTA ap)lkol SLokiov A anoBéuatog. AWoTe KATAAANAN OTOUATIKA
alpLyya.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédov
NG agloAdynaong: 6ev anodibeTal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

Znueio eAéyyou amnodéopevong: emPBeBatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, dladyela A
nmpoBAenOUeYN dlaoopd Kal CLHEWVIX TEPLEKTN/MWUATOC LE TN ouvTayr. Ma OYKOUETPLKY avaywyr Unv
eElowveTe g gE ML Xwpl(G TeKuNPLwPévn ukvédTNTA.

Reference batch: 100 mL. First ingredient: Thiamine hydrochloride, 10 g. 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], [13], [15]

ZuvOnkec mapaokevng / Compounding conditions

To avtiotolxo PN AEMPS opiCel Beppokpacia xwpouv 25 + 5°C Kat oxeTkA vypaoia =60%, eKTOG av n €L6LKA
@OpuovAa amattel dAAa. Mpdkettal yla neptBdAiov epyaoiag, éxt ya Bepuokpaoia 8€puavong i eOAAENG.
TnpolvTaL n ogelpd Mpoadbnikng, n Oeppokpacia Kat ot xpdvol mov avagépovTtatl oTn Atadikaoia Mapaokevig. H
€161k Hovoypapia 6ev anoTteAel TARPN HEAETN KATAAANAGTNTAC TOL TOMKOD XWPOUL/EEOTALOWOO.

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 nyr: 60 Nuépec atoug 2-8 °C: HeTd To dvotypa 30 NUEPEG, EVTOC GUVOALKAC ARENG.

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: 60 days at 2-8 °C; after opening 30 days, within overall expiry.

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], [6], [12], [14], [16]

Mpoamaitovpeva / Prerequisites

Preserved water without propylene glycol AEMPS: CGR-ES-002
Simple Syrup 84% w/v EX022: CGR-ES-022
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Preserved water without propylene glycol AEMPS: CGR-ES-002
Simple Syrup 84% w/v EX022: CGR-ES-022

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KatdAANANG eAdxlotng T0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avaulEng, ondTouvAeg,
BeppdueTpo dTav vidpxeL B€puavan, dpyava oykopéTpnong yla moodtnteg mL.
BaBuovounuévo pHUETPO Kol KATAAANAQ PLUBULOTIKA 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£00ob0¢ mapaokevng / Compounding method

AlaAboTe Belapivn oto EX028, GUUNANPWOTE HE OLPOTL Kal opoyevomnoljote. EAEyETe pH: edv anatte{tal, pubuiote
pne NaOH 0,1 N.

Dissolve thiamine in EX028, make up with syrup and homogenise. Check pH; adjust with 0.1 N NaOH if needed.

References: [1]

Napatnpnoclg / Observations

H teAkr moodtnta eival n Bdon touv mivaka obvBeon. Kataypdeovtal mpayuaTik andédoon, Tuxév anwAELEC Kal
QMOKA{OELG 0TO QUANO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MepLékTnG KaiL cvokevaoia / Container and packaging
KaoTtavoypwun YudAwwn eLaAn, kaAd KAEloTH: 2-8 °C, mpoatadia and ¢wg.
Well-closed amber glass bottle; 2-8 °C, protected from light.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

Alowyég dyxpwpo- pH 2,5-4,5.

ZounAnpwpaTtikol EAeyyol Tou PN mou mapamnéunel n mnyr:

Epedvion kat pala/éykog. Mo oelpéc mapTtidwv: xpwua, dladyela/onaAlopdg, oxetikri mukvéTnTa, pH KAt
MLKpoBLoAoyLkOC éAeyxoc RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoeneEepyaaoia, ekTdC €W6LkAC 0dnylag. MNa akpBr
pHéTpnon eQapuoleTAL MOTEVOLOUETPLKA HEB0BOC RFE 2.2.3- ol Tawvieg neplopifovtal oe eAEYXOLC TIOL HeV
anottoby vynAr akpiBeLa.

H nébodog, To 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

Clear colourless; pH 2.5-4.5.

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.
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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], [15]

®0AaEn / Storage
Kaotavéyxpwun yodAwwn eudAn, kaAd kAewoth: 2-8 °C, npootaoia and ¢wg.
Well-closed amber glass bottle; 2-8 °C, protected from light.

References: [1]

A1aOeon / Dispensing

Xoprynon otnv akpBr cuvtayoypa@nuévn mePLEKTIKOTNTA. Mo LYPA&, XpNolonolioTe KATAAANAN
BaBuovounuévn clplyya amd tov oTdPATOC: KaTtaypdyte 660N Kal cuxvdTNTA And TN CLVTAYH.

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

References: [1]

Enmwonpavon / Labelling

Néouo dldAvua LEPOXAWPLKAG BeLtapivng 100 mg/mL

Ané Tov otéuatog

MNooétnta: _ Moaptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN: KaoTtavéxpwun YudAwn @LadAn, KaAd kAelwotr- 2-8 °C, npootacia amnd Qwc.
©eppokpaoia yla To BUD autAg tng naptidag:

Thiamine Hydrochloride Oral Solution 100 mg/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]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio elvat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIPpoDTOBETELG. Agv €XEL
optotel BUD nmpaypaTikig mopTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvbean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolyua. Ta dplta USP gi{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKH vopobeaoia.

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 KAl ayYALKH anédoon/opydvwon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon fj €ykplon Tou
€KBOTN.
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Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc ka1 mapanopunég / Sources and references

[1] FN/2021/FMT/034 TIAMINA CLORHIDRATO 100 MG/ML SOLUCION ORAL

2021 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2021_fmt_034.pdf

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

Awabéoipo keipevo / 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

Awabéopo kelpevo / 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
AwoB€otpo 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_I_cp_001_
00.pdf

[5] 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

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