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Norepinephrine 4 mg/4 mL concentrate for solution for infusion, 4 mL ampoule

1. Fown Norepinephrine 4 mg/4 mL concentrate for solution for infusion, 4 mL ampoule
2. gruantaaly
2.1 Uuuy arsazaneuTAnnde la il
2.2 @uuseneu Usznaunae@ien Norepinephrine bitartrate %‘qaugaﬁ'u norepinephrine 4 mg lu
ansazanguIuIng 4 ml
23 nnurussy usslumuuzuiussgendaunannde warussytusitesiuuas
2.4 281N
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3. pruanUAntumaia
namsnviassiaanmdulumy finished product specification wae drug substance
specification #i89BsmudorimuauazinnsgiuveanIsiiaTeiInndyiniule undasirunia Tag
Hunduiuiieartuwaratuidetuie fildamsiouredninnuanznssunisemuaze nigns
As1TRuAY el ndu B weduatiuiifisuviwislmindmasguinduiiiulessunil an
UseMANSENTINANSITRAY 1389 S8YFSIE WA, 2561 aviufl 6 Surau w.a. 2561 (asUsemalusefion
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3.1 Finished Product specification: Norepinephrine injection (USP 41)

) Test Items Acceptance criteria
1 | Identification test Meet the requirements
2 | Assay 90.0 - 115.0% of the labeled amount of Norepinephrine
3 | Color and clarity Meet the requirements
4 | Bacterial endotoxins NMT 83.4 USP endotoxin unit/mg of Norepinephrine
5 | pH 3.0-45
6 | Particulate matter
-size 210 ym Not more than 6,000 particles/container
-size 25 pm Not more than 600 particles/container
Sterility test Meet the requirements
8 | Volume in container 100.0 - 110.0% labeled amount
n'i‘iumi ............................ Ao 2w Vietio g @"""""’{ ..................
(un.oyn 29dLRey) (ney.uniu winfanesa) (negy.0INAT MER)
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3.2 Finished Product Specification: Norepinephrine injection (BP 2016)

D) Test Items Acceptance criteria

1 | Identification test Meet the requirements

2 | Assay 90.0 — 110.0% of the labeled amount of Norepinephrine
3 | Color and clarity Meet the requirements

4 | Bacterial endotoxins Meet the requirements

5 | pH 30-46

6 | Particulate matter Meet the requirements

7 | Sterility test Meet the requirements

8 | Adrenaline Maximum 1.0%

9 | Volume in container 100.0 - 110.0% labeled amount

3.3 Drug substance Specification Norepinephrine bitartrate (USP 41)

U9 Test Items

Acceptance criteria

|dentification test

Meet the requirements

1

2 | Assay 97.0 - 102.0% on the anhydrous basis
3 | Residue on ignition NMT 0.1 %

4 | Limit of Arterenone NMT 0.2 %

5 | Water determination 4.5% - 5.8%

6 | Optical rotation -10° to -12°

3.4 Drug substance Specification: Norepinephrine bitartrate (BP 2016)

D) Test ltems

Acceptance criteria

1 | ldentification test

Meet the requirements

2 | Assay 98.5 - 101.0% (anhydrous substance)
3 | Related substance

- Impurities F Maximum 0.1%

- Impurities B, D, E (for each impurity) Maximum 0.1%

- Unspecified impurity Maximum 0.1%

- Sum of the impurities and impurities F Maximum 0.3%
4 | Water determination 4.5% - 5.8%

Sulfated ash Maximum 0.1%

VUELNG
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Norepinephrine 4 mg/4 mL concentrate for solution for infusion, 4 mL ampoule
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