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BEAT AL T AT AR N IR T LR R R B AR A 38 (HPLC) N A M AR T E AR ARG SE, TRHATW AL NS KA H9
KR 25 A pH A k) T L8 R R BRER = A — KA 5 AR IR A AN+ kA e A-F s R A HPLC k) 2 SR R = U AR 69
b AR AR ok A MR B S AR B A e N 250 B K I 0F L R AR AT 69 8 AR IR R B H)IR A, AR R R e K T
B AR 20 mg/ mL(200 mlL) &5 5% E4k 0 IR BT, A 85 CIEM A A TE 0.25 g 5 £ KRB 0.033 g, K8 & 30 CATR
RANBETE = S A — KA 0. 748 ¢ BB A, =4+ = K44 0.210 g Sk 4 o Z R HEHE 0.65 ¢ EHBAAF 0.1 g, I E R ALK
figt, m 80 mL #hALK, 43 20 min 394, Bp4F EEIE AT RI 00 -E 3 Sk O R IR R BAEE, T A 45 B ) A 6 B R AR A
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Prescription Analysis of Pregabalin Oral Solution
YANG Kaige' ,ZHANG Mengting’ ,WU Xueying’,WANG Xin' ,HUANG Zhijun'
(1. Chemical Engineering and Life Science,Wuhan University of Technology .Wuhan.Hubei,China 430070; 2. Jianmin Pharmaceutical Group Co. .
Ltd. ,Wuhan ,Hubei ,China 430050 )
Abstract: Objective To provide a reference for the development of generic Pregabalin Oral Solution. Methods The reference
preparation of Pregabalin Oral Solution was taken as the research object,and reverse engineering was used for prescription analysis
and small — scale process research of preparations. High — performance liquid chromatography (HPLC) method was used for the
content determination of antibacterial agents hydroxybenzoate and hydroxypropyl ester, and the antibacterial efficacy test was
conducted. Ultraviolet (UV) spectrophotometry combined with pH detection method was used for the content determination of
buffering agents sodium dihydrogen phosphate monohydrate and sodium dihydrogen phosphate dodecahydrate. HPLC method was
used for the content determination of sweetener sucralose. The amount of strawberry essence was adjusted according to taste and
character. The dissolution temperature and preparation sequence of raw materials and excipients were screened by the single factor
test, and the small — scale process of Pregabalin Oral Solution was determined. Results The Pregabalin Oral Solution with the

specification of 20 mg / mL (200 mL) was dissolved at 85 °C with 0.25 g of hydroxybenzoate and 0.033 g of hydroxypropyl
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ester. After cooling down to 30 ‘C,0.748 g of sodium dihydrogen phosphate monohydrate,0.210 g of sodium hydrogen phosphate

dodecahydrate, 4 ¢ of pregabalin, 0. 65 g of sucralose and 0.1 g of strawberry essence were added successively, and stirred until

completely dissolved, 80 mL of purified water were added and stirred for 20 min until uniform. Conclusion

The quality of

Pregabalin Oral Solution prepared by this method is stable,which can provide a reference for the development of generic drugs.

Key words:Pregabalin Oral Solution;reverse engineering;prescription research;small — scale process

- Bty TR — Bh B0 o 20 Ty - EE TR
(GABA) (251 AW , B AR R PUBIN 25 9F &1 3k
NUES 7z, AR RO 2570 /N R R R N S
e 1 o E R, B R b 22 PR i — 2R 3BT T 2512 -0
HXTEFAE U B8 PR PR J5] Lk 289 B R 40 J5 b 22
S DR I 1 20 0 A5 e 2 PR R B R IR T
SR I 2 RS At S BRSO R AR A B R
1o 2 i) R M S T A U AL S AR AR o 35 1) TR AE
Tl 225 18 T i ask A8 v X R A5 1 25 5 DT 245 7 — B0k K
5 1 245 1 o et LA R S [ P ) S B R R
R MNP AE 2% , 1T IR AT W Sl A s DR AR 35 o AR
5T H LA Pf Prism CV 23 ) B938 Hii EUAR 1 ARSI 2 1
i3], SR FH s ) TR Ab O B/ N T E AT 57 -8,
Ry S B iy MR 1 R I W ) 245 0 i A B 22 B
fRIEWT .

1 UFE5KH
1.1 {¢s

Agilent 1260 7Y 25 %0 AH 435 4% ( 32 [F Agilent 24
), BeA s 2GR £ ; Shimadzu LC - 2030¢ Plus %Y
OB 5,354 ( B A Shimadzu 23 ] ) s ME203E %1, 1
K- A T43 2 —) , ME104E %I B8 1K 3 OR§ 1 4
Ji4r2Z—) ,FE28 A pH i1, ¥ THp Ry — FERI 240
(i) A PR & s Milli — Q Direct 8 B4l /K AL (2R 724k
TH AR < FiF > HIRAT) ; Evolution 201 %48 483t
HCEE T (CZ A A ) o
1.2 iK%

T LR IRV [ 2 L3, PE Prism CV /A A,
LS55 FCO777,DT5904, #4420 mg / m1.(473 mL) |5
- g B AROGT BE (Quality Control Chemical INC, 5K
28 — SET - 19 - 00, & 5}y 96. 88% ) ; 27 H Jii of 1AL &y
(#1L5 4 100278 — 201906, & 1K 99. 9%) , ¥ A A g Xif
A (4154 100444 - 202005, & 18 4 99. 9% ) , =S HE
BRI (654 100120 - 201902, &4 99. 9% ) , 14
W T v [ 24 R B SR B 5 IR S — KB )
(#t5°4 20210301) , BE R R — 4+ K &9 (HL5H
2021050) , #1025 £ Ak 27X A BR A ] o
2 HEEH%R
2.1 RFRDHE

R ] 5% 24 i B 45 B R (NMIPA) 22 28 A7 B 475 1l

2% 5] H 5%, 2588 Pr Prism CV 2 7 (935 B CLUAK 11
RVES R AE Ry 2 LU ) o AR 2 LU R A 24 5 B 5 Bl
A G R OR H R R ORI R L JCOK B ER AN K B
R B = R AR TR A sl A oK S rh, JooK
PR Eh A IR T | LR R IR S — 4 T K & ) i
fi — S — K A AR - LAFE A R R AR TS IR A R
BT, SR B R i (HPLC) 30 2 o, 24 740
BB A D100 DA IR — S — K & S iR A 4
T ZIKEVER G v SR A OB IL S5 G pH
LI I 1 O 25 2R % whvig ) DL = SRR A R
I, SR FH HPLC 32300 5 11205 DL S8 FoRs A 5 & 1, LU
IR S PP B
2.2 REAAREREFARESENE
22,1 @A HSRAERAERAR

a3t . Waters . — Bondapak C,g#:(300mm x 3. 9mm,
10 wm) ;s R AH : B — NG - BEIREL 22 v i (Ul i
TEM 3.5 g IR A AN T KRG 14. 62 g, UK
fRIFEZEZ 1000 mL, 1 1 mol / L& EALSI VAW H pH 2
7.0) - 7K(350:100:1:550,V/V/V/V);if#: 1. 0 mL/ min;
FER - 30 °C5 KM < 2 257 nm gERE & .50 wL. RE0iE
FHVE T W AE I 338 258 T A i (&1 DL BT 1o mT I, 722K
T |5 R TN TR €0 35 04 1 £% B8 1) 43 31 oA 7. 629,
21. 418 min, i B K170 510 1. 02, 1. 08, BRIEH AL 7351
h17348,9 524,43 B E R 21. 586,

AlAU
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1. Hydroxybenzoate 2. Hydroxypropyl ester
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Fig.1 HPLC chromatogram of the system suitability test
2.2.2 BHEHE
E 25 6 R 32, 49 mg, K FRE L 50 mL
AR O A BT BT ROR H EEXS
HE A P 8 Y JBURE R TR T X L 8. 06 mg, RS PR,
100 mL A AP, I B R 0T 2, 43 50, BV
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VAT HE R I 25 V0 o B L 3R I A5 T 45 2 mL, B 20 mL %%
SR TR A E 28, B0, BNAHR A X R L A T

RIS H S mL, B 100 mL &SI, i
BIAHE 2 B, BIAS A IR T -

HBCF 2 HH R 58 Pl T 5 2 mL L 8 2 DS T XS TR
45 W 4 mL, # 20 mL 25 s i, i sh Al e 25, 3850,
RI15 R ek MW

A T7 5 T M8 A SRR R RN IR 25
HRHRE S, S A TR A ik i 2 2 TR R

e 25 T B S F R 6 B TP 48 R 2 mL A T T
Xif B S 45T 8 mL, 43501 B 20 mL 25U, I sh A
SEZE AR, RIVAS F8 2 F i RIS 2R TN T o VAT

AR B, NS E AR 1 mg / mL AR N ERZ)
8 g / mL K H A A3 0 9 20 R o R
30 pg / mL AV, BIAS FR F G2 U o IR &5 %
AR AT AR, He AP B g o vk R 65 g / mLo
2P AN E 1A HT
2.2.3 FHEE¥FEE

L JE MR USRI R E O  A FVT DA
B B2 R TN TR 8 LV W 25 VT, 426 2. 2. 1 T T o i
S SR AR I A, o T T L BT 20 3R R R 48 IR

A/ AU
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1.4 ] 1
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a. AL R b, ZQER
A BRTVERIER B REABER
B2 TEMRESHRERILEE
1. Hydroxybenzoate 2. Hydroxypropyl ester
a. Positioning solution b. Blank solution
A. Hydroxybenzoate solution B. Hydroxypropyl ester solution

Fig.2 HPLC chromatograms of the specific test
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VAR F2 R F R (i i ik R OR T R 25 IR AR B R TN
P 00 35 e b B 1R 0 O TP, 3% BH O ik R JE
R

LR R B E B 20 mL I S AN, A AR
R RN BRI & 45 0.5,1.0,2.0,3.0,4.0 mL,
T ShAH 2 25, Be i s BE R, 4% 2. 2. 1T (A3 25 A
PEREIE | AR (X, g / mL) RS AR bR I TR (Y)
P AEARHEA T I A U TR Y i = 293 659 X i —
23733(r=0.9999,n=5) .Y, = 125810 X ;5 — 1 614. 1
(r=0.9998,n="5) L5 KM, ZE AR ERAR AR NER 1Y
Ji H2 e B 43 S FE 16. 229 ~ 129. 830 g/ mL.2.013 ~
16. 104 pg / mL U PN 55 08 AR A5G R R 4F.

s B i BRI O R I v )k FE R B XoF
TR IR (L B PR 65 pg / mL KNS 8 pg/ mL) ,
F22. 2. V000 % SR S b AR 2 6 YK, 45 SRR
Ji 245 7N R 0 1 AR AY RSD 4351 A 0. 18% F110. 37%
(n=6), RIERT B R AT

A PR IS LR 3 o, 4% 2. 2 B0
T A& T 4 SEAT 6 4, $ 2. 2. IR (a3 A
G AR S L 45 F 2R FH R R 2R TR IR 04 TRTRR ) RSD
43R 0. 48% F10. 87%(n = 6) , F W ik E M R4

R e B A PR e 00 b3k U, 40 1
T0,2,4,8,12,24 h 4% 2. 2. 1 0 F (3% 5440 F SR
FE o 4 RS IR LR R TN TR 04 T AR Y RSD 43 i N
0. 54% F10.89% (n = 6) , 7 PR W AE 24 h N
FEE BT

P TS 56 - s A RHAS UK 2. 5 mL, ¥ 50 mL
i, 2 B AR 2R H R Y A VR R R T BRI 4
W 4,5,6 mL, % 300, IS AE 2 $85) , #162. 2. 1 70
T AT SRR AE 0 sk A B, IR IR SR 2
RILE1,

®1 MEEKIREER (0 =9)
Tab.1 Results of the recovery test (n = 9)

PAZ(mg) ME2(mg) BE(%) (%) RSD(%)

PRTE BRAE AXTE ARAR BATE ARAR AAVE ARAE BATE ARAE

2592 0324 26102 0.3185 10042 98.79
2592 034 25053 03208 %39 9.5
2592 0324 25899 0.382  99.64 10180
3400 0.4030 32743 0.4076 100.78 10114
324000 0.4030 31996  0.4084  98.48 10134 9.4 10055 L4 L06
32400 0.4030 32258 0.4068 9.9 10094
40012 04836 41102 04872 10020 100.74
40612 04836 40097 04802 947 %9.30
40612 0.4836 40703 04902 100.22  101.36
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2.2.4 HEEENE

2 4t (41543 51 FCO777, DT5904 ) 2 il 1), 4
B AR AW, 5 2. 2. 1T 835 AR aERE I o
SRS B AMR IR TS i A R A R W T R
ARG R IR R A2 5 1400 62,5 g / mL A
8.25 g/ mL, B2 Ll 1 (473 mL) H 3828 H g 0K
PG Y2 & 5435 R 1. 25 wg / mLA10. 165 mg / mL.
W 475 i o] 70 A s B AR T R S [ R A 20 mg / mL
(200 mL) | Hp R 2 F RS 15 52 2R N g 19 480 At 18 433 Ky
0.25 g H10. 033 g.
2.3 BB_SM—KAEUEBBRS MW+ _/KkEY

SENE
2.3.1 ERHE &

T 2 PR R B S 0.716 5 ¢, K%
FRAE , B 1 000 mL 25 5, i Ak A i 01 2 45, 15
BRI 45 T R B 20 mL, ‘B 500 mL A B,
Inglifb K e 2, BB AR AR VA

K RIS I 2 mL, B 100 mL 25830, nal
TeoK 2, RIAS A S VA

s 2% BUAER S A 2 mL, B 50 mL AR,
MUK ANA 20 mL 4 Ak 7K |2 mL R 4% 1% T (B & ko
26 g/ L) 3 mLATIN B2V (BT Rk 20 g/ L),
Tnalifl ok & 25, 28 R HCE 10 min, BDA9 45 o ih 26 0 .
2.3.2 BMEKk#HE

FERYESRME T, IEBEREh 5 IR S TR B R W 17
FEF R RN, A L A R B AR 2 2 TR, BRI R TR
HOA J5 w0 W5 CIE A28 5, T 710 nm KA A
3T BB T i 2R, R SRS e T T i AT
SRR, 1 em HC@ I, LLES 20 5E WO
SEBETRAR T 718 nm P AL A e RO B, MO 2 A

M Hy 718 nm 3 UL 3,
2 61
0.58 1
0.54 1 ~
0.50 —
0.46 1
0.42
0.38 3 -

o
—
0.34 7
0.30
0.26 1 A/ nm
500 520 540 560 580 600 620 640 660 680 700 720 740 760 780

B3 SbHIFRRe LN TR
Fig.3 Ultraviolet spectrum of the reference preparation solution
2.3.3 BEBERGEMNE
$2,3,4,5,6,7,8 mLBERRHRAR AW, 200 7 4
50 mLA I 3 2. 3. 10U R A Sl s bRt i, T
718 nm P AL I TE WO IE  LAMOERE (V) S AR b e
PR AR I Y B (X, g / mL) R AR AR FEATER M [0l 1, 75

MY =0.218 X +0.062 6(r=0.998 2,n=7) 4%
SRR BRI TRV EETE 0. 8 ~ 2. 8 g / mLyE N
G B AR O R R AF AR [l 05 R T S P
i AL T 2 VA B R 2. 282 g / mL, B [ 159 (473 mL)
rF R T AR 5 Y B 2. 853 mg / mLo U7 ol i ) T
EL bR 1RV ¥ [ A% 4 20 mg / mL(200 mL) ] P B R AR
AT 0.570 6 ¢
2.3.4 pH M EN w4 E

X 2 4t (#5435 FCO777, DT5904) 2 L il 31 7
i, HipHAES. 8 ~ 6. 2 JL I N JHL il pH hy 6 1
BERR Eh 22 R B, B R — AN — KB W S BEIR A 4
+ KA TR L2 3. 56, BUATR 200 mL, [ B
CUMRAN IR R B Ak G W i 3 o, LA AR X5 W pH
SN ] 220, O T i B 0.5 mg / mL AV IR, T
FE pHO ZEBEBR IR B & 11 0. 570 6 g 5040 T, B iR 6
AR ILER 2. 7] D, 200 mL 38 K B4 bR F1 ARV v v e e —
A —K AWM R A T KSR &R R
0.748,0. 210 g Aif 28 i pH A 6. 02, e 423 5 Fb il 571
pH Y8 FE ARG p i i 92 Wi RE T, B4 i 3 i LA
FRES 20 mL, P47 S, #e R 3H L Z e ) . 2%
CRRI 2% M 5 0 s o4 P9 A 1 AR P (565 4 i) ) 1R Bl
Kt , A | pH | < 0.2 FBZ G il 2% vh e i)
AIOL S LRSS BRI pH B/ 0. 2,

F2 AELOIBEEREE ik pHE L R

Tab.2 Measured values of pH with different ratios of phosphate

solution
B ek mAE(g) o
(v om0 [ Mnaivo,s2m0) - NaHL,PO,*H,0  Na,HPO,*12H,0
1 1.56 0. 664 0.426 6.54
2 2.56 0.719 0.281 6.32
3 3.56 0.748 0.210 6.02
4 4.56 0.762 0.167 5.61
R3 ZMRZE NN ERINE
Tab.3 Test on the buffering capacity of buffer

k5 KBF % WAE ks pH & pH A | pH |
1 %2 NaH,PO,-H,0 0.015g(#4%724820%) 6.03  6.02 0.01
2 MNaHPO,12H,0  0.004 g(HR A58 20%) 6.03  6.03 0
3 Mk 4mL(# 47 24 20%) 6.03  6.09 0.06
4 0.01 mol /LAZAMA 0.5mL 6.03  6.11 0.08
5 0.01'mol /L& 0.5mL 6.03  6.05 0.02

2.4 ZSERESENTE
2.4.1 ®BiELAH

a3 : Agilent Zorbax SB C A (150 mm X 4. 6 mm,
5 wm); T s K - Z0E(85:15,V/ V) ;3ii# : 1. 0 mL/ min;
IREYTCREIES s 3R - 50 °C5HEIR 40 °C R .20 pl.
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B EBSHHIH 2 mL, & 25 mL AR, i
BIAHE 2T, RIS S A

B = SRR A 5 24. 90 mg, G B HRE , B 100 mL
A IR SAHE T2 7S 550, BV BRI
2.4.3 BHREEENE

B2, 4. 2500 B A S A TR S 0 IR TR, H 2. 40 1
TR o s S R AR A , T S (B 1 Fe AR I TR
i, 48 A R VA TR S L R = SR A T
FE43 24 0. 26, 3. 25 mg / mL, T4 il i 770 3% s B A 11 R
YRR FIKE 20 mg / mL(200 mL) [ =S RERUH AR N
0.65g.
2.5 EEERKA=E

FRREORE B 2T AN, R EE T R CRITR
TR AR ) FPEAR R RS R AR TR 00 A it L LAt S5
BHIA AR A, R AR AE & i (0. 1~ 1. O mg/ mL) ,
il £ 10 HEAE A, 52 Ll 3R 47 KUK SR T 43 o 6 or
NGNS L F0AE P B 113 T 90 A0 R R (L AR R 1 1
M) R (GEARBRIE AR ) A AT OS5 o
R MR RS SN 0. 5 mg / mL B, ) il il 551
552 il ) R AR e a0 . BSR4
PR (FDA) H R R A 25 R s R ARG & 1o
0.5 mg/ mL7E F I ¥ 1A i 551 v ok fe K22 4 ] 3
N
2.6 ORBARHSIE
2.6.1 BREIREITH

TR EATK S B P AR K T30 mg/ m L1,
Az 7 I e TR I A7 L R R RS B R s Tk, HoAh
RN BT K R % P2 2R IR 25 A0 A ) A ity B ARaE
A7 5 R LB 7 2 o BUALE Ty et P2 R PR G 5 PR 2R TR T L n &
fb7K 200 mL, 47 4 43, L 100 v/ min @955 3 45 $F .
FATH,85 CL 95 CHUB ik Iy 1A FN it LR 4%, %
JEAE PR S A, B 85 C UK 100 r / min I Ak
D7 R RBRIVA W, AT 3 07, 76 AV A B, - ity
CUbR 4 o, 25 5238 B CLMR A 1 A 1 100 o Fh 3R 5 RT 0, B il
S5 LA 5 P AR TR) BsF il 2 T ik B ) 7 S 4, BB 98 4
it 5 VA R vy o e B AR L 5 pH N BROE o L
ity UL PR SR} 247 5 Ml Uk P 1E 4530 °C
2.6.2 B IR %

FRORERISACA Wi i 1 22 |, BC i B B e A, i Tl
VA A 5t il T R B0 ity EU AR A3 A T 5 | 2% T, I AE R
REE AL G W 58 2 0 i R S PRI 5 RERE TR 4R
Je PEAR T R 23 K A el s | o LA S RIS A o8 2 B 2
TG FINA ; = SRR PR E H 20 T K AR

46

Tab.4 Screening of dissolution temperature of hydroxybenzoate

hydroxyphenyl esters
%% HEMRACC) M (min)

I %

1 95 29 R B FER
2 85 32 R & FIER
3 75 45 BEYFER
4 65 50 PR RIE

x5 TmEWERZGARERERL
Tab.5 Screening of dissolution temperature of pregabalin active

pharmaceutical ingredients

- :‘Mﬁffﬁ}?z iﬁﬁ%iﬂa‘rﬂ LR pH
(c) (min) 0d 5d 10d
1 50 14 REBFER 5.94 6.11 6.28
2 40 26 R&sFERR 6.02 6.13 6.35
30 32 LEeBFnik 5.97 6.01 6.06

Fo6 TIHEMOMRERE S IRF L

Tab. 6 Screening of preparation sequence of Pregabalin Oral Solution

A MR 1 IRA2
0d 10d 0d 10d
pH 5.98 6.15 6.03 6.39
4% (%) 99.06 98.58 99.03 97.12
HEAMR ARk 0.02 0.19 0.01 0.45
(%) H AT ND ND ND ND
BB 0.02 0.19 0.01 0.45

E:ND AR

Note:ND refers to not detected.

J 5% TSR SE M 5 /0 — M5 RERE ARG R B A o Rt
2 1) JFL Al 45 R ) 90802 8 2 s R0 ity L A ) o A
P, DAV st E] U A 4L 60 °CF 10 d Y pH{E A K
Py RN i P 7 AR B R A 7 B U

T 1: ¥ H g — FROR N R + B &l —oK
G — BERE AT KA + AR + =S
Wi — BREEHG

T 2 F6 8 B g — FRARTN TR + 38 5 AR + B
A KA - R E T KA+ AR
W — BREEHG

S5 WR Y 1T 2 ¥ Jo 0 SV W, £
VEARITTE] 23 59 M 26 min A123 min, FLA 4 R 0L 3K 6., (9
[ 24 B0) B BT i A v R, N BE R AN PS8 4 0. 2%, 60 °C
JCE 10 dJ5 BT 2 /Y S Ik RE 2 508 0. 45%, H pHAE AR
AR o BRI, BRI 1A Shy 3 it P AR 11 R ¥k 1) i
Y o
2.6.3 HREBRNRIE

B 120 mLgfifbok , i ABERR , In#IF R RR7E 85 °C,
HERAEHER 0. 25 ¢ A NAR 0. 033 g, LA 100 r/ min 5%
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HE/DREFE 35 min, H 2T AW, IR E 30 CULT,
FEMG AR UM AR — S — KA 0. 748 o W IR &
ZEN T ZOKEY0.210 g HE AR 4 o SRR 0. 65 ¢
MEREFHRG 0.1 ¢, BibE 2 52 2V M, N80 mL 4lifkiK ,
P 20 min 2 357 RIS B EPK IRV W 20 mg / mLL
(200 mL) .
2.7 MIEMHKRE

$2.6. 350 F /AN T A= 4 LR S BD 5O,
80%, 100% , 120% At J5 it R BEAAL A W (A5 23 51 A
221201, 221202, 221203, 221204) , &4t 4 3 iy . & M8
2020 4 Fig i 25 8 (POER ) Y ) 1121 PR kA
25K AR o R BELE B 454 20 ~ 25 °C
WECAEAE , o0 B T HERP 14 d F028 d I 647 40 12 A L
THEIC, 1 % 1] B B ) 00 7 7 R 40 Mg {5 1 mL B A o
AN Y TR A g (R AT He A, TR D 1Y Mg (B . 3R 7
AT, 14 d B8 2s S8 0 (4 1o 5 5 P TAR i A EL , B
LHERE f (HiE 58 221201) 46, HiAgs 3 HERE S 77 & 41
E, HAEHE D 28 d BF A & FE o 2 B & Ak Ty 5 80%,
100% ,120% ¥5 A B2 A0 W0 38 Jig 0K 11 B v
BT A 25 AT G R Rk 5 S LI AR R A9 4k 7
i, B 100% Ab 77 2 19 628 H g AR TR R o

®7 EHERORBENEL RS ER

Tab.7 Results of bacteriostatic efficacy of Pregabalin Oral Solution

. BRI lglh

HE o #F . : .
ARENHRE  ARRERE KWRFR abakE 24%

14d 221201 0.5 1.0 1.2 0 0.3
221202 >4.8 >4.8 >4.8 31 4.1
221203 >4.8 >4.8 >4.8 5.7 5.7
221204 >4.8 >4.8 >4.8 5.7 5.7

28d 221201 NI NI NI NI NI

221202 NI NI NI NI NI

221203 NI NI NI NI NI

221204 NI NI NI NI NI

E NLRR AR o, 353507 1AM E B 13X 3 B 3 m o B &
FABiL0.51 ¢,

Note: NI indicates no increase, which means that the increase in
the number of test bacteria during the previous measurement time

does not exceed 0.51 g.
3 itig
3.1 £t

Z LR 2 FEBERA 5 b, BT FH 2 i R TC 7K
fir — SN JCK SR A 4, Wl 2 2% [ R 2 i B
BB 24 ity B RO (CDE) A RPES B B, oK B iR —
LS IR L E IR AL R O T 2R (R R S
il 700 e [ A DT R AL ), HL G K il R — S RN JE K B R
TR BB A 2R P SE R N R R S SRR AT

A E 258 B v B A i iR — A —oK A A

B S T KB Y S R R T i a5 SR B,

Z il TP B R — A — KA R R A A+ K

EWH R4 3. 74 mg / mL A 1. 05 mg / mL, Jf4%5

B ohae B A o LRI A = BEIR Eh A

ORI 2% vhie

3.2 BHHEFSSHAFNETEEBUER—H

A il 1 55 5 2 E il 5 32 5 B AR S R ) & AR

7, L 570 52 B i 500 A8 PR R 359 o TG 8 V8 S TR

pHEBIAES. 5~ 6.5 Z 8], & &t ¥ 1 95. 0% ~ 105. 0%

ZI8], PR G 2 5435010 0. 03%, 0. 01% , HoAt A~

J A AR A O B s 1430 4 0. 03%, 0. 01% .60 C

ZRAETE, B S 2 LR 6 P R A B

hin, A R H 0. 03% 38 2 0. 65%, 2 He il B 0. 01%

W2 0.74% , ¥ 8 5 FREAR , (H P9 35 Bk i A — 3

40 CEMFT , KRB BB B R 53 il —

B, R E R E A

3.3 AEFEM

AHIF 5 H A A XS i MR T R TS L R AT

) TR AR B B b 7 A 3, il & T2 A, Tl

WA iff o e 1 T 1 o % B A i PR 1T IR TR 24 o

g L ePERE R R .
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