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<islS (49031 / Implantation Test

Administration site Implantation In Subcutaneous
Implantation In Muscle

Implantation In Bone

Implantation In Brain tissue

(1) oylols Jou

13 S5 (49031 | Irritation Test
NG Gl g 2l g8 () glia by s alandl 31 OB g9 (S10A L 9wy ¢ al Agall 3 Jguana 3 S @ ga 2
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S B Canows 49031 / Systemic toxicity Test

Administration site Subcutaneous [J Intramuscular [] Intraperitoneal ]

Intravenous [J Gavage [
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Bioburden _ (51914 )29 55w0 (39031 by jloxe 9>
99 peb b pdy jlxe o> | Bioburden Test

Route of administration

Non-aqueous preparations for oral use
Aqueous preparations for oral use

Rectal use

Oromucosal use
Gingival use
Cutaneous use
Nasal use
Auricular use
Vaginal use

Transdermal patches (limits for one patch
including adhesive layer and backing)

Inhalation use (special requirements apply to
liquid preparations for nebulisation)

Special Ph. Eur. provision for oral dosage forms
containing raw materials of natural (animal,
vegetal or mineral) origin for which
antimicrobial pretreatment is not feasible and
for which the competent authority accepts
TAMC of the raw material exceeding 10° CFU
per gram or per milliliter.

Special Ph. Eur. provision for herbal medicinal
products consisting solely of one or more
herbal drugs (whole, reduced or powdered):
— herbal medicinal products to which boiling
— herbal medicinal products to which boiling
water is not added before use

[%.) oPl 91 Po 9A%0 | 099F Y0y PO

TAMC*

(CFU/g/ml)
10°
10?

10°
102

102

102

102

10*

107
10°

=) Nikopharmed.com JM) Nikopharmed@gmail.com

TYMC * Specified micro-organisms
(CFU/gml)

10? Absence of Escherichia coli (1 g or 1 ml)

10! Absence of Escherichia coli (1 g or 1 ml)

102 -

10t Absence of Staphylococcus aureus (1 g or 1 ml)
Absence of Pseudomonas aeruginosa (1 gor 1
ml)

101 Absence of Pseudomonas aeruginosa (1 gor 1
ml)
Absence of Staphylococcus aureus (1 g or 1 ml)
Absence of Candida albicans (1 g or 1 ml)

10t Absence of Staphylococcus aureus (1 patch)
Absence of Pseudomonas aeruginosa (1 patch)

101 Absence of Staphylococcus aureus (1 g or 1 ml)
Absence of Pseudomonas aeruginosa (1 gor 1
ml)
Absence of bile-tolerant gram-negative
bacteria (1 g or 1 ml)

102 Not more than 102 CFU of bile-tolerant
gram-negative bacteria (1 g or 1 ml)
Absence of Salmonella (10 g or 10 ml)
Absence of Escherichia coli (1 g or 1 ml)
Absence of Staphylococcus aureus (1 g or 1 ml)

10° Not more than 102 CFU of Escherichia coli (1 g

10* or1ml)
Not more than 103 CFU of bile-tolerant
gram-negative bacteria (1 g or 1 ml)
Absence of Escherichia coli (1 g or 1 ml)
Absence of Salmonella (10 g or 10 ml)
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Ethylene Oxide_ o lusT Ls1 55 suiloudl ¢yg03T by jlxe 9

ls) ) Gl Jlaw 3a [ Ethylene Oxide Test

Device Category Ethylene Oxide Limits Product type
Limited (<24 hour) 4mg O
O

Prolonged (>24 h <30 day) 60mg /30d

Permanent (>30 d) 2.5g / lifetime
Tolerable contact limit (TCL) 10pg/cm2 or negligible irritation

Intfraocular lens 0.5 pg/lens/d, 1.25 ug/lens

Blood cell separator (apheresis) 10mg
Blood oxygenators 60mg
Cardiopulmonary bypass devices 20mg

Blood purification devices 4.6mg
Drapes contacting intact skin 10pg/cm2 or negligible irritation
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(LAL causSg3al) @b @8 Cand Jiupads jlxe > / Endotoxin test

e plw 025EU/mIO 0.5 EU/mi [J 2.15 EU/Device [ 20 EU/Device []
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