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1. Faen Ciprofloxacin 400 mg injection
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arsazatenglaa (5% dextrose injection) Wiaansazatonde (0.9%
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3.1 Finished product specification: Ciprofloxacin injection USP

U9 Test items Specifications
1 | Identification Meet the reguirement
2 | Assay 90.0-110.0% of the labeled amount of ciprofloxacin
3 | Lactic acid content 0.288-0.352 mg of lactic acid for each mg of
ciprofloxacin
4 | Dextrose content (if present) 4.75-5.25 ¢/100 ml

Sodium chloride content

(if present)

85.5-94.5 mg/10 ml

6 | Ciprofloxacin ethylenediamine

analog

Not more than 0.5%

7 1 Particulate matter

Size = 10 Km not more than 6,000 /container
Size 2 25 m not more than 600 /container

8 | pH

3.5-4.6

g | Bacterial endotoxins

Not more than 050 Endotoxin  Unit/mg  of

ciprofloxacin

10 | Sterility

Meet the re'quirement

11 | Volume in container

Meet the requirement
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3.2 Drug substance specification :
(A) Ciprofloxacin USP

k) Test items Specifications
1 | ldentification - Meet the reguirement
2 1 Assay - 98.0-102.0% of ciprofloxacin {on the
dried basis)
Residue on ignition - Not more than 0.1%
Organic impurities
- Cprofloxacin ethylenediamine analog |- Not more than 0.2%
- Flucroguinotonic acid - Not more than 0.2%
- Any individual unspecified impurity - Not more than 0.2%
- Total Impurities (not include the |- Notmore than 0.5%
fluoroquinolonic acid impurity)
5 | Clarity of solution - A clear to slightly opalescent solution is
' obtained
Loss on drying - Not more than 1.0%
7 | Bacterial endotoxins - Not more than 0.50 Endotoxin Unit/me
of ciprofloxacin
(B) Ciprofloxacin hydrochloride USP
do Test items Specifications
1 | Identification \ - Meet the requirement
2 | Assay - 98.0-102.0% of ciprofloxacin
hydrochloride (on the anhydrous basis)
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U8 Test items Specifications
Residue on ignition - Not more than 0.1%
4 | Creganic impurities
- Ciprofloxacin ethylenediamine analog |- Not more than 0.2%
- Ciprofloxacin fluoroguinolonic acid - Not more than 0.2%
- Any other individual impurity - Not more than 0.2%
- Total Impurities (not include the |- Not more than 0.5%
fluoroguinolonic acid Impurity)
5 | pH - 3045
6 | Water - 4.7-6.7%
3.3 Finished product specification : Ciprofloxacin intravenous infusion BP
fia Test items Specifications
1 | Identification - Meet the requirement
2 | Assay - 95.0-105.0% of the labeled amount of
ciprofloxacin
3 | pH (adidity)
- For solution prepared in glucose |- 35-4.6
intravenous infusion ‘
- For solution prepared in sodium chloride | - 3.9-4.5
intravenous infusion
4 | 5- Hydroxymethylfurfurat - Not more than 0.05% of ¢lucose content

(For  solution in

intravenous infusion)

prepared glucose
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98 Test items Specifications
5 | Related substances
- Ciprofioxacin impurity C - Not more than 0.5%
- Unspecified impurities - Not more than 0.2%
- Total impurities - Not more than 0.5%
6 | Bacterial endotoxins - Not more than 0.5 IU/ml (solution 2 mg/ml)
7 | Particulate matter - Size 2 10 Ltm not more than 6,000 /container
- Size 2 25 [Lm not more than 600 /container
8 | Extractable volume - Meet the requirement
9 | Sterility - Meet the requirement
3.4 Drug substance specification : Ciprofloxacin BP
%o Test items Specifications
1 | ldentification - Meet the requirement
2 | Assay - 99.09%-101.0% of ciprofloxacin (on the dried
substance)
Impurity A - Not more than 0.2%
4 | Related substances
- Impurities B, C, D, E - Not more than 0.2%
(for each)
- Unspecified impurities - Not more than 0.1%
- Totat Impurities - Not more than 0.5%
5 | Loss on drying - Maximum 1.0%

Sulfated ash

- Maximum 0.1%
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4.2 ONEITIUTDWNTTIUNTIHAREN
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wazAimsinlumandnen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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1. foen Desmopressin acetate 100 mcg tablet
2. ananiAnaly
2.1 yuiuy Wuedinuiin¥uussnn |
2.2 dwidsznau  Tu 1 Wiadssnaumedien Desmopressin acetate 100 mcg
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3. ﬂmﬁmummﬂt‘ﬂﬂuﬂ%ﬁ Finished product
ramsnraaTzguaiulunny finished product specification Faldamnzidouse
d1NUANENTINNITONIILALYT NTENTNETTITUE

Ja Test items Specifications

1 | Identification - Complied with finished product specification

2 | Assay - 90.0-110.0% of the labeled amount of Desmopressin base
3 | Uniformity of dosage units | - Complied with finished product specification

4 | Dissolution Test - Complied with finished product specification

5 | Impurity - Complied with finished product specification

6 | Water content - Not more than 7.0%
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Parenteral nutrition {(Amino acid s

1. §a81  Parenteral nutrition (Amino acid solution + Lipid emulsion + Glucose solution) 1,477 ml

2. ga
2.1
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2.2 dseney w1 04 U3ums 1,477 ml Ussneumie 3 du mu

- Amino acid sclution 10% with electrolytes U3unas 750 ml
- Lipid emulsion 20% U3u1a3 281 ml
- Glucose sotution 42% U3uns 446 ml
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3. gedandiniamailaues Finished product

ATLEA

ransnTTaszinmamulumw finished product specification @sldannziiausadnine

ATUNTDIVN IR ﬂigﬂi’lﬁﬂﬁﬁﬂiﬂ@ﬂ
Uo Test items ' Specifications
1 | Identification - Complied with finished product specification
2 | Assay - | 2.1 Amino acid solution 10% with electrolytes
- pH 5.4-5.8
- U3 Sodium 76-84  mmol/l
- U3 Potassium 57-63  mmol/l
- U3um Calcium 4.8-53  mmol/
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Yo Test items Specifications
2 | Assay - U3 Magnesium 9.5-10.5 mmolAl
- U310 Phosphorus 18.6-20.4 mmol/l
- 43U Zinc 0.072-0.088 mmol/t
- L-Alanine 13.3-14.7 o/
- L-Arginine 11.4-12.6 o/l
- Glycne 10.4-11.6 ¢/l
- L-Histidine 2832 e/l
- Lsoleucine 47-53 ¢/l
- L-Leucine 10-7.8 ¢l
- L-Lysine 6369 ¢/l
- L-Methionine 4.1-45 ¢/
- L-Phenylalanine 48-54 g/l
- L-Proline 10.6-11.8 ¢/l
- L-Serine 6.2-6.8 ¢/l
- L-Threonine £42-46 o/l
- L-Tryptophan 1.9-21 e/l
- L-Tyrosine 0.38-0.42 ¢/\
- 1-Valine 59-65 ¢/l
- Taurine 0.95-1.05 ¢/t
2.2 Lipid emulsion 20%
- pH 7.5-9.0
- Capylic acid 26-48  mg/ml
- Capric acid 10-30  mg/ml
- Oleic acid 46-70  me/ml
ANENTIUMTINUAANINYNLIBNYLAY T8 AZIDUAYRE"
/ A0 ( ............. L, ) ........ UsEEUNTING
wbiusward audaard
BB \ Nl nFaNg R N ( asesras IQ:/“) .................... n3sung
WALV 9 UMW TTHNE LHenanase
EN%IE} ........ m?{\) .............................. R H b a!%ﬂ‘%va‘ ............................ N3NNI
(wwrsssiiv danng) (moawﬁ@m)
%N%ﬂ ............. (u’] wgmwﬂ .‘Nﬁum") .................... HEFHNE 'EN%B. Ceeressiairens (uﬂﬁﬂqﬁhéﬁ”ﬁqvﬂﬁ) ........................ AFTUAYT
At z w/ ........ L CTTT AL R W— e N3N
(noafnpiand rgusens) < (n anquii Lot 11’7&]’?;1:?)
'EN%‘D .......................................................... UM ﬂd#l'z] .............................................................. HFEEN Nt

(waartum i wahdusnalng)

L NI Jor e e ot
(unannaunIyat tendug)

- Ly
A0 T A nssumsLastdmaryns

P
(maﬁumu fuans )

o G TITEHATIUABLEE NS

waliisnu ﬂqzjmwﬁ%)

A 0‘(/ ................... NTTNNTRARETIBBYYMT
(um Tevenf Suvsdund )

4 £ v,
Qa0 S ATIHRTIGELEIEATIYNT
(ueamiiedm wei3nna)




4o Test items Specifications
2 | Assay - Linoleic acid 28-50  mg/ml
- Ficosapentaenoic acid =~ 2-7 me/mt
- Docasahexaenoic acid ~ 2-7 me/mi
- All-rac-O-Tocopherol ~ 160-230 mg/l
- Triglyceride 190-210 mg/ml
2.3 Glucose 42%
- pH 3.5-5.5
- U3 Glucose 399-441 meg/ml
- 5-Hydroxymethylfurfural <0.25
3 | Particulate matter - qum 2 10 Pm iy 25 aunie/ml
- qun 2 25 i Bifiu 3 aunia/ml
4 | Sterility test - Complied with finished product specification
5 | Bacterial endotoxins - Complied with finished product specification
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® Ciprofloxacin @oo mg injection (&.b) 000 Vial ee.so Uv/Vial
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