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1. Fown Ciprofloxacin 400 mg injection
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ﬁﬁaﬁaﬂﬂﬂfﬂﬁﬁ (5% dextrose injection) winarsazalguingda (0.9%
sodium chloride injection) luu3uns 200 fiaddns
23 WIAUSIY 200 dafang
24 mmupussy  USTluATULUSIRENRUTIATNdD tarussyusnatuuag
2.5 aan - s3yfios duvssnouiendidyuasaruuss Susda Tudueny lauiEn
wavtawnzlauiuen Uidnnulsnguuussydug
- vunuzussetsiesdessydesmiedenisin dneneuna
TMPAIAINSIVEdEN LaTnAR YuRuany Wetedaay
3. auauifnanaiia '

Naﬂﬁm’aﬂﬁmeﬁﬁmmwﬂﬂlﬂm’m finished product specification a2 drug substance
specification Mig1edsannduiduatufensy Fddammudsuredninnuanznssumsemsuag
67 AEENTNASISAEY Tailnduinsuiilisdwenduauiidisurdelmintunasgundusiiiy
Tosidunile massmansenTves o Goe ssydisen we. 2561 aviufl 6 Surey w2561
(aavszmielussiaeniuneud 12 nunnviug 2562)

ﬂm3ﬂ'i'illﬂﬂif’??%”{iﬂﬂfﬁﬁﬂﬂmmm‘ﬂ&ﬂLLﬁSi’}UaSLsH AUBIEN

T =l
L AR T s UsEgngauns
o (inwdusrad midoans) 2
BT, ecvtees SrercrciT e s e cgarrrreags e rennies 35UMG R OO e VT PIOTOIORON NISUNT
m:r }@”@U/ (uneagws luBnanadh)
o =
F N O ~SNOTOTIUN INUT SO TR A0 E{V_nﬁums
(mwﬁﬁua Frmas) (maa'n mg‘" Huuna)
e o
T2 SOTUUUUOTUOURNNS. SNSVUOUUTTRUROPOPOOROROR 12! o R Y AU ASTUMT
v roo= @ oo
{wavisun varud) (tagmniividd fhfsdng) |
o 4 =TT
N7 IOV - AU eSO AIIUATI Lk e SN bmepsecsess SO A33UANS
{inegn wgtmzmﬁ’ﬂ"ﬂlm)
- o i
GID CTCT NI, WY : AT et NIIUNT

Dig I AsgnnAs)

o oy
awa..................ﬂ.{..................n'i'mnTiuﬂztdﬁ'm'.mmn“ﬁ
(aamignd Bunsduwi )

ﬁiﬂﬂ

< [ =
avile ey, s\”""’ NIURIEE ST IETIYNTT asde....... O niwmsuauwamﬂmqmi

(wnaduand faand ) (maawﬂaﬁm uﬂmmﬂa)




3.1 Finished product specification: Ciprofloxacin injection USP

0] Test items Specifications
1 | Identification Meet the requirement
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 85.5-94.5 mg/10 ml
(if present)
6 | Ciprofloxacin ethylenediamine Not more than 0.5%
analog
7 | Particulate matter Size = 10 im not more than 6,000 /container
Size 2 25 ltm not more than 600 /container
8 | pk 3.5-4.6
9 | Bacterial endotoxins Not more than 0.50 Endotoxin  Unit/mg of
ciprofloxacin
10 | Sterility Meet the requirement
11 | Volume in container Meet the requirement
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3.2 Drug substance specification :
(A) Ciprofloxacin USP

4o Test items Specifications
1 | Identification - Meet the requirement
2 | Assay - 98.0-102.0% of ciprofloxacin (on the
dried basis)
% | Residue on ignition - Not more than 0.1%
4 | Oreanic impurities
- Ciprofloxacin ethylenediamine anatlog | - Not more than 0.2%
- Fluoroguinelonic acid - Not more than 0.2%
- Any individual unspecified impurity - Not more than 0.2%
- Total Impurities (not include the | - Not more than 0.5%
fluoroquinolonic acid Impurity)
5 | Clarity of solution - A clear to slightly opalescent solution is
obtained
6 | Loss on drying - Not more than 1.0%
7 | Bacterial endotoxins - Not more than 0.50 Endotoxin Unit/mg
of ciprofloxacin
(8) Ciprofloxacin hydrochloride USP
4o 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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b Test items Specifications
3 | Residue on ignition - Not more than 0.1%
4 | Crganic impurities
- Ciprofloxacin ethylenediamine analog |- Not more than 0.2%
- Ciprofloxacin fluoroquinolonic acid - Not more than 0.2%
- Any other individual impurity - Not more than 0.2%
- Total Impurities (hot include the |- Not more than 0.5%
fluorcquinolenic acid Impurity)
5 1pH - 3.0-45
6 | Water - 4.7-6.1%
3.3 Finished product specification : Ciprofloxacin intravenous infusion BP
9o Test items Specifications
1 | Identification - Meet the requirement
2 | Assay - 95.0-105.0% of the labeled amount of
ciproftoxacin
3 | pH {acidity)
- For solution prepared in sglucose |- 3.5-6.6
intravenous infusion '
- For solution prepared in sodium chloride | - 3.9-4.5
intravenous infusion
4 | 5- Hydroxymethylfurfural - Not more than 0.05% of glucose content
(For  solution prepared in  glucose
intravenous infusion)
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(D] Test items Specifications

Related substances
Not more than 0.5%
Not more than 0.2%
Not more than 0.5%

- Ciprofloxacin impurity C -
- Unspecified impurities -

- Total impurities -

6 | Bacterial endotoxins - Not more than 0.5 IU/mi (soluticn 2 mg/ml)

7 ; Particulate matter - Size 210 Lim not more than 6,000 /container
- Size 2 25 lm not more than 600 /container

8 | Extractable volume - Meet the requirement

Sterility - Meet the requirement

3.4 Drug substance specification : Ciprofloxacin BP

) Test itemns Specifications

1 | Identification - Meet the requirement

2 | Assay - 99.0%-101.0% of ciprofloxacin (on the dried
substance)
impurity A - Not more than 0.2%

4 | Related substances
- Impurities B, C, D, € - Not more than 0.2%
(for each)
Not more than 0.1%

Not more than 0.5%

- Unspecified impurities -

- Total Impurities -

5 | Loss on drying - Maximum 1.0%

6 | Sulfated ash -

Maximum 0.1%
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4.2 1BnasUTeMIATEIUNTHERDT

421 nsdlowdslulsamdlng  drdndacihonasivsennasgumaniinemumdnunms
wariBmsilunsndnen PIC/S (Pharmaceuticat Inspection Co-operation Scheme)
Tnewtisau PIC/S participating authorities #38ilianansFuUTauNATIUNTHEREN
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of finished product) lilﬂﬂﬁu“ﬁﬁﬁl.ﬁuﬁ?ashﬂ

432 wan13nIINIATIRANMNWINAUYesiIendAYy (Certification of analysis of drug
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(drug substance) 1 4.3.2 fuumsrdnvaandadneisrdnsesy (finished product)
19 4.3.1

434 uansAne long term stability
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1. Yown Desmopressin acetate 100 mcg tablet
2. puasianaly
2.1 Uuuu Dugndfieviinfuusey
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2.4 981N -

Desmopressin acetate 100 mcg
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3. grugnifivnamailnves Finished product

mansnainTsiRunmnduluang finished product specification dsldannuiiousie
AN UANENTIINTIRITUBYET NTENTIEEITUET

) Test items Specifications

1 | Identification - Compiied with finished product specification

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

4 | Dissolution Test Comptlied with finished product specification

5 | Impurity Comptlied with finished product specification

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

1. Yo7 Parenteral nutrition (Amino acid solution + Lipid emulsion + Glucose solution) 1,477 ml
2. auauuRly
2.1 sduuv

2.2 @udsznau

2.3 MAULVTIY
2.4 aan

Hhumsasareeninusminide Insasasanensaoziluuasnglaaluasazmela

lusidt«@oaniuios a'msuauaszmmuLmnuﬁﬁmuauw'\m}muammﬂu

Tu 1 gaJ3ums 1,477 ml Uszneudae 3 @ il

- Arino acid solution 10% with electrolytes USunas 750 ml

- Lipid emulsion 20% U3ums 281 ml

- Glucose solution 42% Usums 446 ml
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3. ansautRnIamaiiaues Finished product
tanInTITiRTsiannduluau finished product specification @aldanwziliousiodninny
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4o Test items ' Specifications
1 | ldentification - 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
- 3w Calcium 1.8-53  mmoll
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Test items

Specifications

Assay

9.5-10.5 mmoi/!
18.4-20.4 mmol/l

0.072-0.088 mmol/l
13.3-14.7 ¢/l
11.4-12.6 ¢/

U3ual Magnesium
13U Phosphorus
USu Zinc
[-Alanine
L-Arginine

- Glycine 10.4-11.6 ¢/l
- L-Histidine 2.8-3.2 ¢/l
- L-soleucine 47-53 ¢/l
- L-Leucine 7.0-7.8 g/t
- L-Lysine 6.3-69 A
- L-Methionine 4145 ¢/l
- L-Phenylalanine 4854 g/l
- L-Proline 10.6-11.8 ¢/l
- L-Serine 6.268 ¢l
- L-Threonine 8246 o/l
- L-Tryptophan 1.9-21
- L-Tyrosine 0.38-0.42 o/l
- LValine 59-6.5 ¢/l
- Taurine 0.95-1.05 ¢/l
2.2 Lipid emulsion 20%

pH 7.5-9.0
Caprylic acid 26-48  meg/ml
Capric acid - 10-30  meg/ml

Oleic acid 46-70  meg/mt
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U8 Test items Specifications
Assay - Linoteic acid 28-50  me/ml
- Eicosapentaenoic acid  2-7 meg/mi
- Docasahexaenoic acid ~ 2-7 me/mi
- Allrac-O-Tocopherol ~ 160-230 mg/l
- Triglyceride 190-210 mg/ml
2.3 Glucose 42%
- pH 3.5-5.5
- 13170 Glucose 399-441 mg/mt
- b-Hydroxymethylfurfural <0.25
Particulate matter - w2 10 W aiifiu 25 aynip/ml
- wue 225 dn WAy 3 aunte/ml
Sterility test - Complied with finished product specification
Bacterial endotoxins - Comptied with finished product specification
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 Certificate of pharmaceutical product
43. (BnaTIALN WYL TIA

4.3.1 wansnIdAIsRnanwRan Austerdnsagvesgudn (Certification of analysis of
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432 wan1Insdnsisiaun wingauvesdiengdn (Certification of analysis of drug
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