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5781190 1 Brimonidine tartrate 0.15% eye drop, 5 mL
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1. B Brimonidine tartrate 0.15% eye drop, 5 mL
2. amaatianaly

2.1 3y ussazanuunandels Wils s wsuldnsaam (ophthalmic solution)
2.2 gautsznau Iu 1 mL Usznaudedaen Brimonidine tartrate 1.5 mg USu1as 5 mL/MTUUII]
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3. ANENTANIIINARA

3.1 Finish product specification“’

1. YSunmaendamy mwmumuﬁszqh Finished product specification
2. |dentification m’aﬁlmumuﬁszﬂu Finished product specification
3. pH @S’J’«Jmumuﬁszyh Finished product specification
4. Sterility ATIIHU
5. Preservative effectiveness (nsfﬁ@u) @li’sﬁlmu@l’mﬁiiquu Finished product specification
6. Deliverable volume (Volume in container) Gli’z’ﬂci’lu@’luﬁi:qlu Finished product specification
7. Particulate matter ATINU

- 211@ > 10 pm aiifin 50 per mL

- WA > 25 um WAY 5 per mL

- U@ > 50 ym Jaiifiu 2 per mL
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37811371 2 Brimonidine tartrate 0.2% eye drop, 5 mL

aNlsEn1AIINIa UNTIBE

1. 3aen Brimonidine tartrate 0.2% eye drop, 5 mL
2. ansaatianalal

2.1 yuuuy Wusnsaszanounanndels WilF s wsuldnsanam (ophthalmic solution)
2.2 sudsznau Tu 1 mL Usznaudasdaen Brimonidine tartrate 2 mg US3nas 5 mL/NTUSUIIY
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3. ANENTANIINAKA

3.1 Finish product specificationm

1. USunouaendngy maamumuﬂisquu Finished product specification
2. |dentification m’mmumwﬁs:qh Finished product specification
3. pH Gli’aiamumwﬁs:qlu Finished product specification
4. Sterility ATIWU
5. Preservative effectiveness (nizﬁlﬁu) @saaﬂﬂumﬁwﬁiquu Finished product specification
6. Deliverable volume (Volume in container) mmci'm@l’m“?l'i:qlu Finished product specification
7. Particulate matter ATIWU

-9 > 10 pm laitAiu 50 per mL

- YW@ > 25 ym WiAu 5 per mL

-9 > 50 pm LiAU 2 per mL
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5781151 3 Dorzolamide 20 mg/mL and Timolol 5§ mg/mL eye drop

Qe Qs ]
Gl'l&ll.lizﬂ’lﬁilx‘lﬁ'lﬁqua‘i’l‘liﬁ'l%

1.3%as1 Dorzolamide 20 mg/mL and Timolol 5 mg/mL eye drop

2. anaNana

2.1 gy Wussaemlneanidels WiF fanuniladntes swmiungaam
22 dudsznay  Usenaudaz@aen Dorzolamide HCI ‘ﬁlawgaﬁ'u Dorzolamide 20 mg/mL L&z Timolol maleate
ﬁma&aﬁu Timolol 5 mg/mL Y3u1@3 5 mL 68 1 274
2.3 MTULIT msqlum@wmaﬁnﬂﬂﬂmm"fa FASUNLEAG LAY aIrLE
2.4 28N . i:q%am FIUUTENAUMILIFIAYUAZANULTI TUHEA i’uﬁvumq Wwufinee ansiion
#3uen LLaﬁ"EmSLﬁu{nmmvlrj"azhdfmauuums?ﬁmﬁ
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3. AnENTANIIINAKA
)

3.1 Finish product specification

90.0 - 110.0 % L.A. of dorzolamide

95.0 - 105.0 % L.A. of dorzolamide
95.0 - 105.0 % L.A. of timolol

1. YSunmenendng

90.0 - 110.0 % L.A. of timolol

ATIINU

54-59

2. |dentification AW

3.pH 50-6.0

4. Preservative content

@32 UANTITZY LU Finished product

A7 UeNAszylu Finished product

specification specification

5. Viscosity @saamu@mﬁ'squu Finished product mmmu@mﬁi:q‘lu Finished product
specification specification

6. Sterility AN ATITHU

7. Particulate matter ATIIW AT

8. Related substances

For Dorzolamide

- the area of any peak corresponding to
impurity B : NMT 1.1%

- the area of any peak corresponding to

impurity D : NMT 0.2%

For Dorzolamide HCI

- Dorzolamide related compound D : NMT 0.5%
- Dorzolamide related compound B : NMT 2.0%
- Any individual unspecified impurity : NMT 0.5%
- Total impurities : NMT 3.0%
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(1,(2)

(7a)

3.1 Finish product specification

- =

7. Related substances (¢18) For Dorzolamide (¢i0) For Timolol maleate

- the area of any other secondary peak - Timolol impurity G : NMT 0.5%

: NMT 0.2% - Timolol impurity B : NMT 1.0%

- the sum of the areas of all the secondary | - Timolol impurity D : NMT 0.5%

peaks : NMT 1.3% - Any individual unspecified impurity : NMT 0.6%
For Timolol - Total impurities : NMT 2.0%

- the area of any peak corresponding to
impurity B,D or G : NMT 0.4% of each

- the area of any other secondary peak

: NMT 0.2%

- the sum of the areas of all the secondary

peaks : NMT 0.5%

3.2 Drug substance specification

3.2.1 Dorzolamide HCI™"?

Bl
1. YTy 99.0 - 101.0% of dorzolamide HCI 99.0 - 101.0% of dorzolamide HCI
(dried substance) (anhydrous basis)
| 2. Identification AT ATV
3. Limit of Dorzolamide HCl | NMT 0.5 % NMT 0.5 %

related compound A

4. Chromatographic purity - Impurity C : NMT 0.15 % - Any individual impurity : NMT 0.1%
- Unspecified impurities : NMT 0.10% - Total impurities : NMT 0.5%
- Total : NMT 0.3%

5. Loss on drying NMT 0.5% -

6. Water determination - NMT 0.5%

7. Sulfated ash NMT 0.1% -

8. Residue on ignition - NMT 0.1%

9. Heavy metals - 10 ppm
(1).(2)

3.2.2 Timolol maleate

L e T e

1. ﬂ?mmﬁ'ﬁméﬂﬂ”ﬁy 98.5 - 101.0% of Timolol maleate, 98.0 - 102.0% of Timolol maleate,
(calculated with reference to the dried (calculated on the dried basis)
substance)

2. |dentification ATITHU AT

3. Appearance of solution ATIVHW -

4. pH 38-43 38-43

5. Loss on drying NMT 0.5 % NMT 0.5 %

(widusild gnaw)
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3.2.2 Timolol maleate' ? (Gi a)

[ Test item BP2013 e . usPe

6. Related substance / - Impurities B,C,D,E,F : for each impurity, -Timolol related compound B : NMT 0.4%
Organic impurities NMT 0.2% -Timolol related compound D : NMT 0.4%
- Unspecified impurities : for each impurity, -Timolol related compound E : NMT 0.4%
NMT 0.10% -Timolol related compound C : NMT 0.4%
- Total : NMT 0.4% -Timolol related compound F : NMT 0.4%

-Any unspecified impurity : NMT 0.10%
- Total degradation products : NMT 1.0%

7. Sulfated ash NMT 0.1% -
8. Enantiomeric purity Impurity A : NMT 1.0% NMT 1.0%

9. Residue on ignition - NMT 0.1%

10. Heavy metals - NMT 20 ppm
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801N 4 Hydroxypropyl methylcellulose (Hypromellose) 0.3% eye drop, 10 mL

ANz NAIINIA AUATIBEIN

1. faen Hydroxypropyl methylicellulose (Hypromellose) 0.3% eye drop, 10 mL

2. amantianaly
2.1 juuy dusnsszapUnaannidels s swiuneaam
2.2 sawsenay  Usznausie Hydroxypropyl methylcellulose (Hypromellose) 3 mg / mL
uazliRnINuLFoLUszinN Disappearing preservative uainysznay
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3. ANENTANIINAKA

3.1 Finish product specification”’

Test Item P USP 41 - . 5 ‘
1. ﬂ‘%mmﬁamﬁwﬁy 85.0 - 115.0% of the L.A. of Hydroxypropyl methylcellulose (Hypromellose)
2. Identification ATIVHIW
3. Sterility AT
4. pH 6.0-7.8
5. 1331t Preservative m’;ﬁ]ﬁhuﬂ‘mﬁ‘s:ylu Finished product specification
6. Minimum fill ATIININ

(1)

3.2 Drug substance specification : Hydroxypropyl methyicellulose (Hypromellose)

Testitem v - usre

1. Identification ATV
2. dRnuaaendagy

- %Methoxy Laz %Hydroxypropoxy ATITHIN
3. pH 5.0-8.0
4. Heavy metals NMT 20 ppm
5. Loss on drying NMT 5.0%
6. Residue on ignition NMT 1.5%
7. Viscosity 75% - 140%
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Prednisolone acetate 1% eye drop, 5 mL

aalsEn1AIININUATITENH
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1. Baw

2. aanLana

2.1 31JL|.U1J

Prednisolone acetate 1% eye drop, 5 mL

& < 1da o a
Lﬂumsa:mUﬂﬁﬂmnmagmmuLL’muw:nau (suspension) Miif dmsunsaam

2.2 #udsznay w1 mL Usznaudls@len Prednisolone acetate 10 mg Y3u1as 5 mL/MTUEUII

- S
2.3 ﬂ’]’ﬁu:u5iﬁ3 us‘a"«g'lwu’mﬂﬁﬂmmma FIAILURUDANN

2.4 2870

- TYTBLT FUUTTNAUMENIAYUAZAINUTI TUNAA TUTUEY LAVAKRA UaZLaY

nudoudisuen o ENTALIULIBLITINT i
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3. AMENLANIINAKA

3.1 Finish product specification“)

Test Item USP 41
1. USnudaedagy 90.0 - 115.0% of the L.A. of Prednisolone acetate
. Identification ATIHIB
. Sterility ATIINY
pH 5.0 - 6.0

. Y31 Preservative

mwmumuﬁsziﬂu Finished product specification

olao|ls|lw|n

. Minimum fill

ATIVHH

3.2 Drug substance specification :

" 1
Prednisolone acetate'’

Test Iltem

USP 41

1. Identification

97.0 - 102.0% of the L.A. of Prednisolone acetate

[

2. YSunmandnn

] AT
3. Specific rotation +112° to +119°
4. Loss on drying NMT 1.0%

5. Chromatographic purity

- Any individual impurity : NMT 1.0%

- Total impurities : NMT 2.0%
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3181190 6 Sodium hyaluronate 0.18% eye drop, 0.3 mL
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1. m Sodium hyaluronate 0.18% eye drop, 0.3 mL
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3.1 Finish product specification(”

1. PBnmarendegy m’aﬁm’mﬁmﬁi:yi’i’lu Finished product specification
2. |dentification Glﬂilmu@’m‘ﬁlizq‘lﬂ% Finished product specification
3. pH Gli’;ﬁwi'mﬁl'mﬁ'i:q'lﬂu Finished product specification
4. Sterility AT

5. Deliverable volume (Volume in container) ATIINW

6. Viscosity mwﬁhu@’m‘ﬁ'i:q‘lﬂu Finished product specification
7. Osmolarity m’a’qwhumuﬁizq‘l’i’lu Finished product specification

3.2 Drug substance specification : Sodium hyaluronate(z’

Test Item  British Pharmacopoeia 2013
1. USanmenendnty 95.0 - 105.0% of Sodium hyaluronate (dried substance)
2. Identification ATIVEU
3. Appearance of solution ATITNW
4. pH 50-8.5
5. Intrinsic viscosity 90 - 120% of the value stated on the label
6. Sulfated glycosaminoglycans NMT 1%
7. Nucleic acids NMT 0.5%
8. Protein NMT 0.3%
9. Chlorides NMT 0.5%
10. Iron NMT 80 ppm
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3.2 Drug substance specification : Sodium hyaluronate‘z) (f19)

Test Item , British Pharmacopoeia 2013 . ]
11. Heavy metals NMT 20 ppm | (
12. Loss on drying NMT 20%
13. Microbial contamination 10° CFU/gm
14. Bacterial endotoxins Less than 0.5 [lU/mg
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1 = General requirement maamé”ﬁe‘i’ﬁuﬁ’m{umgﬂtmu Eye preparations
2 = British Pharmacopoeia 2013
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1aun B11/2563
3781190 7 Tafluprost 0.0015% eye drop, 2.5 mL
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1. 3aen Tafluprost 0.0015% eye drop, 2.5 mL

2. amantana i

2.1 juuy Wusnsazanodmaanndels Wi dwmiulsneaa
2.2 sudsznay w1 mL Usznaudandaen Tafluprost 0.015 mg USanas 2.5 mL/M TV
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3. AmdNIANIINana

3.1 Finish product specification(”

1. ﬂ?mmé’amé’]ﬁ'ry G\S’Jﬁlmuma\lﬁ'izﬂﬂu Finished product specification
2. |dentification mmmum&lﬁi:ﬂﬂu Finished product specification
3. pH midaﬁﬂummﬁszﬂﬂu Finished product specification
4. Sterility ATIHW
5. Preservative effectiveness (ﬂizﬁl,?m) ﬂidﬂﬁiﬁumﬂwﬁi:qtﬂu Finished product specification
6. Minimum fill AT
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3780190 8 Timolol maleate 0.5% eye drop, 5 mL

ANUsTNAIINIA aUNIIBH %

1.3asn  Timolol maleate 0.5% eye drop, 5 mL

2. ansaaiana b
A’ A A = - v o Qs
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3. ANENITANIIINAKA

3.1 Finish product specification"”

1. USanmusensngy

90.0% - 110.0% of the L.A. of timolol

90.0% - 110.0% of the L.A. of timolol

2. Identification AT ATITU

3. pH 65-75 65-75

4. Preservative content 2Pk Bi’]u@l'm‘ﬁ‘i:qlu Finished product m’mmu@’l&lﬁiquu Finished product
( NIthLAY ) specification specification

5. Sterility ATIU ATIINU

6. Minimum fill AT AT

(1),(2)

3.2 Drug substance specification : Timolol maleate

Test Item

BP2013

USP41

ESvRa

1. SRanmdnendngy 98.5 - 101.0% of Timolol maleate 98.0% - 102.0% of timolol maleate,
(dried substance) calculated on the dried basis

2. Identification ATIVIU AT
3. Appearance of solution AN -
4. pH 38-43 38-43
5. Loss on drying NMT 0.5 % NMT 0.5 %
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3.2 Drug substance specification : Timolol maleate"? (@9)

Testltem  BP2013 . wa

6. Related substance / - Impurities B,C,D,E,F : for each -Timolol related compound B : NMT 0.4%
Organic impurities impurity, NMT 0.2% -Timolol related compound D : NMT 0.4%
- Unspecified impurities : for each -Timolol related compound E : NMT 0.4%
impurity, NMT 0.10% -Timolol related compound C : NMT 0.4%
- Total : NMT 0.4% -Timolol related compound F : NMT 0.4%

-Any unspecified impurity : NMT 0.10%
- Total degradation products : NMT 1.0%

7. Sulfated ash NMT 0.1% -
8. Enantiomeric purity Impurity A : NMT 1.0% NMT 1.0%

9. Residue on ignition - NMT 0.1%

10. Heavy metals - NMT 20 ppm
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NAYIAG : 81989910
1 = British Pharmacopoeia 2013
2 = The United States Pharmacopoeia 41
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