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1.5. MInmaeuRnaNTRly

1.5.1. gauandRves Hard capsule finsuaniua/n1snsaa Universal test dasiolus]

U8 Test

Acceptance criteria

1. | Description/Appearance

Complied to finished product specification

2. | Identification

complied to all requirement of all specified

procedures in the test on Reference monograph

3. | Assay

complied to specific test of Finished product

(Shelf-life COA only) (2.1.1)

/Related substance

Q, EP general text 5.20)

4. | Elemental Impurities analysis

(ICH Q3A,Q3B,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),
USP<232>,<233>,<2232>, BP supplementary chapter IV

specific test (2.1.1)

Complied to finished product specification or

(Fosprunailiadliuinnii Reporting threshold)
vnewg - 190139373 heavy metal 16 aufiafumsurhun

mulszmealusianiyunen

5 | Microbial limit test

specific test (2.1.1)

Complied to finished product specification or

6 | Dissolution test

specific test (2.1.1)

Complied to finished product specification or

7 | Uniformity of dosage forms

specific test (2.1.1)

Complied to finished product specification or

8 | Uniformity of content (EP2.9.6)

Complied to finished product specification

-
Lasla ..........<......jz....‘.4.....Uizﬁﬁuns'§um'§

(wy.gwss Teanssa)

AENIIININMUAT s SunuasausnuNzI N

N

2aie.......L - /TP

=
ceeennns NITUANG e 1 |

..:".l&t.................ﬂsmms

(ney.adan Wana) (ney g7 Blnwadn)



T 2970 8

5.2. AMaANURYDS Active Pharmaceutical ingredient N13UARINA/A5MTIT Universal test dasialuil

) Test Acceptance criteria
1. | Description/Appearance Complied to Active pharmaceutical ingredient
specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only) (2.1.2)
4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient
/Related substance «cx specification or specific test (2.1.2)
Q3A,Q3B,03D(R1), Elemental irnpurities in drug
products, FDA guidance for industry (August 2018),
USP(41, 42)<232>,<233>,<2232>, BP supplementary
chapter IV Q , EP general text 5.20)
- Oreganic impurities
Meets the requirements
- Inorganic impurities Meets the requirements
(Elemental impurities
analysis) or
- heavy metal (USP39, 40) NMT 20 PPM
Residual solvent (cH a3 ®5-6), uspa? Complied to Active pharmaceutical ingredient
<467> EP general text 5.4, BP appendix VIl L, JP17 or Sp@CiﬂC test (2‘12)
supplement1 p.2634-40)
5. | Enantiomeric purity test Complied to Active pharmaceutical ingredient
(if test) sylanlunisusznansen or specific test (2.1.2)
Yauuszunm 2565
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HanInvasvgunmiuluany finished product specification uag Specification of Active

pharmaceutical ingredient (API) fig1983a1niaduiiSuaduifiendu deldaanzidoudodingy

ANENITUNITOMNTUALET NTENTIAGITUEY TaTnduiniunldsndaraaduatufiifsurivdelm,]

nMnasgrundunFulaiunils aulsznansensaasisnge dos TEYRNTIEN WAL 2561 aiudl 6

SunA A 2561 @eUsEmiAluswianuuneiud 12 nuaviug 2562) uae THYIEIEN @UUN2) W,

2562 a¢iuil 3 NINHAN 2562 (aqﬂizmﬁiuiwﬁﬁmwwmﬂmi’uﬁ 26 NINYIAU 2562)

2.1 Finished product specification (in house specification)

i Test Items Specifications
1 Identification
A. HPLC Conform with finished preduct specification
2 Assay 95.0% - 105.0% of the labeled amount of Pregabalin
3 Dissolution test* Not less than 80 % (Q) of the labeled amount is
dissolved in 30 minutes
4 Unifoermity of dosage units Cornplies with finished product specification
5 Impurities : Related compounds
® Any unspecified impurity NMT 0.20%
® Total impurities NMT 1.0%

2.2 Specification of Active pharmaceutical ingredient (API): USP43,Ph.Eur.10.0,

) Test Items Specifications
USP43 Ph.Eur9.0
1 | Identification
A Infrared absorption Complied with the standard Complied with the standard
V B: HPLC Complied with the standard Complied with the standard
2 | Assay (on the dried basis) 98.0%- 102.0 % of Pregabalin 98.0%- 102.0 % of Pregabalin
3 | Impurities /Related substance
3.1. Residue on lenition (USP) NMT 0.1% NMT 0.1%
/sulphated ash (Ph.Eur, In -
house)
3.2. Chloride and sulfate NMT 0.1%
3.3. Organic impurities
Mandelic acid at RRT 0.66 NMT 0.10%
Isobutylglutaric acid at RRT NMT 0.15%
0.85
Isobutyl-glutarmonoamide at NMT 0.15%
RRT 1.52
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h) Test Items Specifications
Uspa3 Ph.EUr9.0
Pregabalin related compound NMT 0.15%
C at RRT 3.95
Any unspecified impurity NMT 0.10%
Total impurities NMT 0.8%
® Enantiomeric purity NMT 0.15%
- Impurity B NMT 0.15%
Test A : Polar impurities
- Polar unspecified impurities NMT 0.10%
Test B : Non Polar impurities
- Impurity A NMT 0.15%
- Nonpolar unspecified NMT 0.10%
impurities
® Total for test A and B NMT 0.5%
4 | Loss on drying NMT 0.5%
5 | Water determination NMT 0.5%
6 | Residual solvent : A5IIUAIU API specification
7 | Storage and packaging Meet the requirement

wewn - NMT = not more than

* i79ia Dissolution way Uniformity of dosage units Tvluulenaiswanisisasidennaniy
aiadiesed mndildudeneasdeniiduian il coa

- nsdiflaamzidoundanisiiu (waive) n1snsivaeuTinssisenisla e uuanonas
vinguinanildsueyifche

- Active pharmaceutical ingredient (API) specification Wasaunanluliasigsivesuan
Active pharmaceutical ingredient (API) %38 lultAs1e9t Active pharmaceutical
ingredient (API) vasifanendniagy adulnatunils Ssinsesiaiinssiasunnidei

ANUA

3. MyUssiiuAUsLanSn1weasian (Price Performance)

FIASLBEARIULONETS 1589 NM3UTEHUAUSE AV A MeeI1a) (Price Performance)

4. wnansildlunisiiansan
wnansililumsiasanaunmeniiSeshduenasnieussymneiavenansnusis feelui

1) dwnenasiiven mwilne waz/mientwndingu

AMENTIINIAMLAT T BgnLas AUSN YUZIAWTY

K

. = P =y
.l.ﬁﬂ"ldfa sttt e s USSR AR TIN TS 2.09%D. e sos e eferernn s ATIUATT 3. 2970 :fg/ﬂ'i‘iuﬂ’ﬁ

(wey.amssel Yeaassn) (nay.aden Tusna) (ney.a%51 Alvwade)



W1 5970 8

surging: lnsdinfldodunuvasdosdionansuanstoysldvesediiunisiusesan
dinanuanznssunMsemIsuase kansineuiideusd Torssets Toruldiisumitue
sunuulurumeildlunis$vaiiu wazdinsszydeamudiounsldeliluenarsiduen
2) dlenansuanItoANUILRAINUBINTUEUTIY (WETkaYNaDsen) anuildaunzideuls
3) dnumvetunsdousnsue (W n.6.1 ude o.1) AU wisuTeazBuanudnvizIany
vesgdniaguuazdotimuninasgiueesisnisiinseien (Finished Product Specification and
Analytical Procedures) fitunzidewls lnedasdedaiifueniiuszniansensiansisugususes
v3alvindtusgmer
NGNS ﬂifﬁﬁagj‘iw'ﬁwwamﬁauu:damh"lﬁ%ﬁmawﬁuaxsﬁ'aﬁmummmgwlﬁaammé’an
ﬁl’mmﬁﬁﬂEJ’]ﬁ'ﬂi%ﬂﬁﬂ%ﬂi@d%%@ﬁ’]i’]&l’lﬁ’]?j@Gi@ﬁ’lﬁﬂd’lﬂﬂmsﬂﬁ'imﬂ’ﬁmw]"ﬂ.l,as‘éﬂ Twudum
voudluAsuuiassenstunsdeum e (wuu ne. 9) e dnurrvoudludsunlassienis
TunesiBeushiue wuu o.5) umfouiuse
4) dunludfgmstunsiouniven (WU ne.2 vie o3 e e.4 v 6.2 WAUANSED)
4.1.1 nsdifewdnlulssmelne (e 2)
4.1.2nsdifiehdnionsutsussyludsemalneg (e.3)
4.1.3 nsdemidheanseUssme (ne.q)

s

wureinn;: nadliinsiudeuulandlufuoyninuazanuiingn Tuuudnundiveuile
Wasuuassenislunsfousii$uen wuu v, 9) wie dundweudlendeuuasenisly
nelowshSugnfefugfuoygauazanuiing (wuu o.4)
5) duumdsdeiusewnasgrunsnang muvaninasisnsNRlunINARLY (Good Manufacturing
Practices (GMP)) Tumnndiiiigadasiiueniaue (aUuardamuseaumInTIvaeulnedioglurasian
m3used) Ingsealsznausme

[

5.1. dumilviaiusewnasgrunsuaneinundninasisnsfialunimaningiusienddy
(Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. dwuwilidesusaanasgrumsadnemundninasiisasinlunisudauanssiendisagy
(Certificate of GMP Finished Product)

6) lunsdimduertiidianndrelszing Audndolidnuniidesusesndn St (Certificate of
pharmaceutical products, CPP) #38utiN@n3usaan1531u1e (Certificate of free sales, CFS) Tu
mnneausuy atusganuseunsnrseulneinaiusesdeiulssmeszninsen

7) dmsgruvesdorimunnuawIngAuiaend Aty (Active Pharmaceutical Ingredient Specification)
u,awﬁmﬁmﬂmﬁ’u%ﬂgﬂ (Finished Product Specification)

7.1 dwinnsgruingaudiendfey (Active Pharmaceutical Ingredient Specification) was
uInsgIunindudiend1i5agU (Finished Product Specification) lagszysnsnen

(Pharmacopoeia) Mld8198en153azilaguinsgiueseiesdasduluaudeivuauas

rOENITINIA LA Ban Senuazaush vz
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7.2. @1 drug monograph Yewiaded@1fa (Active Pharmaceutical Ingredient) LazHAn AU

o

@

g1d1593U (Finished Product)

u

Ao

7.3. nsundngAuiIedfey (Active Pharmaceutical Ingredient Specification) ¥3aNaRAa9e
a = Sina v i I ] u 3
#11593U (Finished Product Specification) liusanglusi1sien (Non-official pharmacopoeia)
v [} 1 = = ¢ o = W | &

ABILEAINANZ UL WA I UVBIMTIAs 1A TulUmudonilsalane Uil

7.3.1Liderimunuazimsgiurensinaeiluiservesssmaiduaudnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %58

7.3.2.08MYUALAZINATEITBINTIATISWERER (In-house process) figanrdasiy ICH

Guidelines %139

sal o

7.3 3demmunuazinasyuialuresmsinsiesiitmue 3lussen fsiele grsemils
AUUsENIANTENTIEITITNEY 1509 sus1snen dwmduguiuueniug (General

requirement for dosage form)

= o

NUIELNG: U0 Avuaquatningiudierdidg (Active Pharmaceutical Ingredient

9

Specification) uasnan Auaie1d11593U (Finished Product Specification) §a4819892106157

U

= o = o

Weafuuazaduieliu s iuusinsaifiseniidedvunuazinnsgurenisinssiiansy

o o

oAUy vie naadusiendniagy
8) dwumiisdeiusesransiiasieyt (Certificate of Analysis (CoA)) Tnadeausznause

8.1. dnumisdeiusewamsiiansiinaduieddy (Certificate of Analysis of Active
Pharmaceutical Ingredient (AP1)) Tngfaausynausie

o/ = s ]

8.1 Lihmilsdesusesmanslinnieiingauiaedfy veunaninafusaeddty

q

(Supplier)

s (3 Qs

WAy verNanNERduiEduSagy

o

8.1.2 dnumilsdeFuseamanmsiiaTeiingAus
(Manufacturer)
8.2. ﬁ’Immﬁaﬁa%’mawamﬁm'ﬁwﬁwﬁmﬁ’mﬁmﬁ%%ﬂgﬂ (Certificate of Analysis of Finished
Product) vesgnannansdnsiendusSegd (Manufacturer)
8.3. tananstudunnudiusseninssunmsudnvesingiiudienddny (drug substance) waz UM
wanuamdAnfusidnsagy (finished product) Mldlumindnesuiideey
9) dnuenanslanNanIsAnYIAINAL (Stability data)
9.1. duNBNAIUARINANIANYIAINAIAT2E3877 (Long term stability data) §9u3u 3 Junis
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9.2. dunanasuanmansAnyauniiluan1oziss (Accelerated stability data) $11u 3 U
MSHER

9.3, duuenansuanwnanIsfnyfiuanseansainuladne i 1 ga diuanansuseavEae
m3¥nw (hadlenwdin) @)

9.4. nsillunifesasane/Ferrsnould Wdunienansnansfinearunsndinsasansuas,
w3e Wenw/ndaulald Tufvhararesineg asufuuasdenndosiuionasiniuen (n use
stability data)

10) dwunmlsdieusamdnsineienduiogu (Certificate of Pharmaceutical Product) lawizsnyidnan

Tuusznele

11) duwmdng wawesavewdnsiusien (Bioequivalence) Tnenan s wauyaveandnfosi

81 (Bioequivalence) i ulunudofivua ASEAN Guidelines for the Conduct of Bioavailability

and Bioequivalence Studies w38 glansfnunTiuszavinauasihauyaveawdnigien nsensa

aosaiEe Insanduviembenudnuiiauyadlfiiunssusesnin Suinnuanegnssuntsems
uazen avutlaguu (nsallilvemuwuu)
12) dnuwidedaiusownmsgrunsufifiauudninasiidnisialuiesfoinns Good Laboratory

Practices (GLP) lunsdlivhmsinuiauyadidossma

13) dnumididoSuseanasgunisifivinwiuagnsz e maumdninasiianisidlunsfudnwuas

N3¥21881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) fravenmiosdeioduenethanley 3 mheussysdins

15) dwmisdesusesnnsgiuiesujuiinns ISO/EC 17025 luseniseniaus (Fril)

16) duanansuantdeyanislisunsussalu Green book veansuivenmansnisunne (i)

17) dunenasuansdeyanislasumsussylu Orange book e US.FDA. w3a European Medicines

Agency (§n3l)

18) nsallillpsunuudeauaninsinwmardin (Clinical trial) sesenlulsemealnefuansianana
aatnyeselTeuBUAUE AUl ULASRRuTLITa TIensuwne (§nd)
19) MIBUTNRIEEIIUNUNNUANUTENIFAMLASTUNMSWAILITYUVE WA 1So0nua3es55uI19e

MsduEsuNMsIsuIeIUTEMAlneg we. 2559 wioaSusTIudun faenadaetuuseniee (@)

5. Roulvdus
1) evedegmielifosndn 1 U duaniuiidmaven
2) swniavmandaiidweuliiguinisunmdresdesdunmidesusemansinsien (Certficate
of Analysis (CoA))
3) fuwadsdluduseniudsuedlenlndvaogriadeiiansdenanmisut muamusiuay
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5) davena(uie)Busenliondndygndeunsuimun il
5.1. mnfinsunsandnssionnsuinemaninsumdudmamsiese il duluausnasgy
5.2. nsdindnasioviistignFenivivanemenalnedtinaueusnssunmsemsuazen
5.3. ﬂizﬁwuﬂzy,mﬂmmwa}'mwé‘mﬁmﬁﬁawaﬁawaﬁfaﬂisﬁw%maLgazmmﬂaamﬁaﬁagﬂwﬁlﬁ%’um
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Audn1sunnddeeyriiuning vadsznu

wuuyssiiuA1UIz8nSn wanas1a (Price Performance) Usnngnas

k4l AuUs "witin (Gevas)
LA MLaZAENU &Eﬁddeﬂggmﬁﬁéﬂm 80
2510 20
i 3235_._,mesgmu,_amﬂEg,_._.me.ﬂmamm_msiﬂajj (3awaz 70) Hon3@n
nausimsUsziiugaunTnaadnais1taansiny GEIENY,
fl. 5243235&&& (General quality criteria) 20
1) UIRIHIUMSHARIM IS NI N1SRlUNTHEREN 1.5

2) WnIFIWIRgRUMENdAY (Active Pharmaceutical Ingredient Specification) WaLINIFIY

wansaueied11593U (Finished Product Specification) 3

a wa

3) RIPIUMIBIURTRANS 2

4) w1 Bm&gﬁijrmdﬁjix_Fmemmea Jm_mqmjﬁﬁwjSm:@mmmj\_mﬁm,wﬂmgmrmdwaigme nszan8en (Good

Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) wasguNanse 7.5
6) @me%nrm@%&g%@zjamﬁmﬁg 4
. INTIAMAWRWE (Specific quality criteria) 80
1) waligainunmviisdeiusomanisiniiey (Certificate of Analysis ; CoA) 20
2) wafigatnmunmnsAneiauAei (Stability data) Z
3) waligaugmnMwveIMUEUTITidusEs ussaiaiuarasn (Package & Labeling) 3
4) amuwindenlunstidainuduediuwuy (Therapeutic Equivalence) a5
MLJ.L
Eemmmﬁzqmzqﬁ.ﬁﬂmgm_mtﬁmm_ﬁ;m BBLIRWE
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5) n1sAnw/Asenendin

20
6) STUUBUTUNNDTHFTTUY LNWiTneu 5
AZLUUTIY 100
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evazazuuulaglivdnnisdasdmidn hehwminlasssuumsdadodndraninigiesidamseting 80
EERDMMEDJ.m%JﬁﬂﬂﬁermmﬁmeHEE@DQE{rDe.jR
Q.N.ZM_.,@ % ........... Y85 NITUNTS b?\m :m.._:...ijﬁjw_w en. qulmm N3TUNIT

fwnyansand Jagasan)

(ney.adian Tusina)

(o7

7 Anwaan)




Wil 3 90 27

Yansén
ineusinnsUssifluaninmnaafnaiendessiny AZLLUL
f. 524\5234,2&%_& (General quality criteria) 20
UIATGIUNTINBALA VAN ISR IUNSWEREN (AzUUUTIY = 98 1.1 + 1.241.3) 1.5
L1 Certificate of GMP Active Pharmaceutical Ingredient (API) luvsnaeniliauswe atuande 0.5

AusauMInsNasulaedinasusesdatulsenielsemasa/Faden (Gandalatouils)

1.1.1. leSun1s¥uses GMP-PIC/S 210 PIC/S participating authorities 38 cGMP 0.5
1.1.2. 185 un55uses WHO-GMP vde vide cGMP vaifisuwi Tumnafifietostu API 0.1
1.1.3. lefumsfuses WHO-GMP wie cGMP viauteuwi usliszyvnadaau / liffienas 0

Wamenssusas GMP (luarsas)

1.1.4.1#5un15¥uT89 GMP-PIC/S %38 WHO-GMP %38 cGMP fiviinayneuiulszmausznan 0

T waglifilenasuaninsiuvedeniy ude lulndngunensunneny (Wdarsam)

1.1.5. lul@sums$uses GMP-PIC/S visa WHO-GMP (lslita15a47) 0

1.2 Certificate of GMP Finished Product luvnneniliausune atusgamusaunisasisgeulag | 0.5

= Qs =5 o hm
TaTuTeadyiulsemausenngen Fandaladanily)

1.2.1. la3un133use9 GMP-PIC/S 910 PIC/S participating authorities %38 cGMP Lay/v3e 0.5
vilideTusanansiod (Certificate of pharmaceutical products) a1 PIC/S
participating authorities luvanagfliauawe (nsdlenthidn) wSeldsunissuses GMP-

PIC/S 91n@1UN9UAMENSSUNITDIMITLEZEN

1.2.2. 1a5un155U599 WHO-GMP %38 cGMP 284 Uszinegnge TunundiAendeetu Finished 0.1
Product uaz/v3e wilidedusewdndam (Certificate of pharmaceutical products) Tu

mRglguewy Sﬂmmm.;&ﬁqm_\d

1.2.3. lnfun13$uses WHO-GMP uslsisyywadaau (ersam) 0

32«3%nj%stsﬂmwsm%;@uaemﬂndeusﬁé
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Y1581

nauginsUszdiuguwNEn ustendesndy ATLUY

1.2.4. l95un15¥usas GMP-PIC/S wise WHO-GMP %3e cGMP Mnumagnouiuussniausznan 0

111 wazlifilonansuaninisbuvenssty (uersan)

1.3 nadiiluenindrannelseve fessidumilidousesnandod) (Certificate of 0.5

pharmaceutical products: CPP) niantisdoiusesnisdmine (Certificate of free sales: CFS)

Tunsnneausyie

1.3.1. CPP i3 CFS atfuagn (museunisnsaaey) nsallongbilongnisivsesdeiuszma | 0.5

Usenangim vialuenindsluszielne

1.3.2. ifl CPP wi¥e CFS i3 [ CPP / CFS fivneny

2. | innsgwingAudendAy (Active Pharmaceutical Ingredient Specification) uag
Wsgrundndusiandzagy (Finished Product Specification)

e
WRITUINIUBATISNISVUNUTEY (AZUUYTIY = T8 2.1 + 2.2)

2.1 psguingiumiendify (Active Pharmaceutical Ingredient Specification) (tandalada 15

Wike)
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