aurolab

Excellence... in sight
Pharmaceutical Division

PHARMACEUTICAL PRODUCT REGISTRATION - CHILIE

STABILITY DATA




ACCELERATED STABILITY STUDY REPORT FOR HYPROMELLOSE

Name of the product

: Hypromellose eye drops BP 0.7% w/v— 10ml

Batch No :2C050 Temp :40+2°C Primary pack : LDPE
Mfg.date : Mar’02 RH :75+£5% Secondary pack : Carton box
Exp.date : Feb’04 Shelf life: 2 years Formula - Same as in DMF
Manufg.method : MP-33 Source : Dow coming — USA.
SN | Tests Specification Initial 2 months 4 months 5 months 6 months
0
1. ‘ Description Clear, Clear, colorless Clear, Clear, colorless Clear, Clear,
colorless slight | slight viscous colorless slight | slight viscous colorless colorless
viscous solution viscous solution slight viscous | slight viscous
solution solution solution solution
. Label checking Clear & Clear & legible Clear & Clear & legible Clear & Clear &
. legible legible legible legible
: Wmformity of NLT 10.0ml | 10.Iml 1 10.1ml 10.0ml 10.1mi 10.0ml ,
volume(ml) ‘ i ‘
4. Identification The solution The solution The solution The solution The solution | The solution |
a. with heating should be clear | should be clear on | should be clear | should be clear on | should be should be
on cooling cooling on cooling cooling clear on clear on
cooling cooling
b. with acetic The yellowish | The yellowish The yellowish | The yellowish
acid and tannic white white flocculent white white flocculent The The
\ acid flocculent precipitate is flocculent precipitate is yellowish yellowish
precipitate produced which is | precipitate is produced which is | white white
: should be dissolves in 6M produced dissolves 1n 6M floccuient ¢ flocculent
i produced ammonia which 1s ammonia | precipitate 1s | precipitate 1s |
| which 1s . dissolves 1n ! produced | produced '
i dissolves mn | 6M ammonia which 1s » which is
6M ammonia dissolves | dissolves m |
6M ammonia | 6M ammonia
5. pH 8.2-8.6 8.26 8.30 8.34 8.38 8.44
6. Refractive index | 1.335-1.338 | 1.3356 1.3356 1.3356 1.3356 1.3356
at 30°C
f@ Specific gravity | 1.005-1.012 | 1.010 1.010 1.010 1.010 1.010
at 25°C
8. Viscosity at 25°C | 40 - 70 52 | 50 49 48 | 48
1 (cps) | l
9 | Assay !
Hydroxy propyl | 0.45% -0.75% | 0.615 | 0.601 0.587 0.575 0.561
methyl cellulose [
10 | Chloride 4000 - 4885 4780 4652 4515 4410
4900ppm
11 Benzalkonium 0.009% - 0.0117 0.0116 0.0110 0.0108 0.0104
chloride 0.0120%
12. | Sterility Should be No | No growth No growth No growth No growth No growth
rowth . 0 |
Test conducted by: . ... ° '\75‘—’} & Reviewed by: 5. T; yory yproved by: A J((‘ Faiaie g
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ACCELERATED STABILITY REPORT FOR HYPROMELLOSE EYE DROPS

Name of the product

- Hypromellose eye drops BP 0.7% w/v— 10ml

volume(ml)

Batch Ne 1 2A018 Temp 40=2'C Primary pack - LDPE
Mfg.date :Jan’02 RH :75+5% Secondary pack : Carton box
Exp.date : Dec’03 Shelf life: 2 years Formula : Same as in DMF
Manufg.method : MP-33 Source : Dow coming — USA.
S.No | Tests Specification Initial 2 months 4 months 5 months 6 months
1. Description Clear, colorless Clear, Clear, colorless | Clear, colorless | Clear, colorless Clear, colorless
1 slight viscous colorless slight | slight viscous slight viscous slight viscous slight viscous
| solution viscous solution solution solution solution
solution
2. Label Clear & legible Clear & Clear & legible | Clear & legible | Clear & legible | Clear & legible
o checking legible
R Uniformity of | NLT 10.0ml 10.1ml 10.1m] 10.0ml 10.1ml 10.0ml

4. Identification The solution The solution The solution The solution The solution The solution
a. with heating | should be clear should be clear | should be clear | should be clear | should be clear | should be clear on
on cooling on cooling on cooling on cooling on cooling cooling
i b. with acetic
1; acid and tannic | The yellowish The yellowish | The yellowish The yellowish The yellowish | The yellowish
| i acid white flocculent | white white white flocculent | white flocculent | white flocculent
| precipitate flocculent flocculent precipitate is precipitate 1s precipitate 1s
should be precipitate is precipitate 1s produced which | produced which | produced which s
produced which | produced produced is dissolves is dissolves in dissolves i 6M
is dissolves in which is which 1s 6M ammonia 6M ammonia ammonia
6M ammonia dissolves in dissolves in 6M
6M ammonia ammonia
5. pH 8.2-8.6 8.28 8.32 8.345 8.389 8.47
6. Refractive 1.335-1.338 1.3356 1.3356 1.3356 1.3356 1.3356
index
at 30°C
7.0 Specific 1.005-1.012 1.010 1.010 1.010 1.010 1.010
gravity at 25°C
8. Viscosity at 40-170 55 53 52 50 49
25°C (cps)
9 Assay
Hydroxy 0.45%-0.75% 0.700 0.690 0.683 0.652 0.615
propyl methyl
cellulose
[TO Chloride 4000 — 4900ppm | 4800 4750 4652 4572 4470
[ 11 Benzalkonium | 0.009% - 0.0118 0.0116 0.0112 0.0108 0.0105
chloride 0.0120%
12. Sterility Should be No No growth No growth No growth No growth No growth
growth .
Test conducted by' o Rev1ewed by: 2§ . i(t, ' Approved by: A Ko ‘; Pl s
13 C e o \ , . B
\r\\);,\ J [ATUNEN qu\)”\‘ R }\‘\E,‘)AG

Quality control chemlst
Date : 03/07/02

\L 7(\()\1‘;

Quality control chemist

Date : 03/07/02

l-nR\/

Quality Assurance Ulandsex
Date : 03/07/02




i PN PO/v0/EC - e} roivoiec: o @Rd ~ FOF0/ET - el
t Rombmig 3 07 2 s 1A A cogiEve Yo g rLOTIVER UNEA VA e ol 3 g

! 198TURIA DIUBINSSY AN[EN) _, ISIuaYd fonuod \m:amo R 1S1UaYd jouuod ANEnd
) - 2 Aq paaoaddy M.w.f. Pk s Kq pananay - o m <20 R posAleuy
J/ Guunjogjnuew jJo dep w_.,t WO SWIUOW {7 ST 2J1] J{2YS PIIBIIIP AL "D oTE Futpaadxd 1ou aneiadwa) JE StIuow L7 10} 3|qes 81 1npoad oy} syedy
InoIS ON IN0LS ON [IMOIT ON IMOIS O\ 1oL ON YINO0IT ON YIS ON IMOLS ON IO ON WPAO0IT ON {YPIMOIT ON 2 poys Anuag| 21
SPHO
£600°0 £600°0 $600°0 96000 96000 8600°0 86000 66000 60100 110°0] %0T10°0 - %0600°0 umtuoyezuag| 11
ESUGHES
1Aypow (Adoad
LSO 1L6°0 185°0 185°0 189°0 $89°0 8890 0690 0690 8690 %SL'0 - %SH 0| AXOIpAH  Aessvi 01
8% oF (42 05 0$ 0S 4 £ §¢ S¢ sddL - 0 ANSOISIA 6
005t 8ISY 59y [434% 9Ly 83LY 008 Si8y 88y (34 wddoooy - 000¥ 2pLIolY,) 8
JoSC
o'l 110°1 110°1 101 110°[ 110°1 110'1 110°1 10l 1101 $TO'T - 000’1 | & Anaris oyroads L
o0t ¥e
99¢¢’1 99¢€°1 99¢¢°1 99¢¢’] 99¢¢’1 99¢¢°1 99¢e’L 99¢¢’l 99¢¢’l 99¢¢°1 8EC' - SCETI|  XopulaAhor Yy 9
LS8 958 58 178 6¢'8 688 9¢'8 re8 1€°8 ST8 98-78 Hd S
ETUOWIIY BTIOTIY ETIOWTY TTIOWTY TTOOTOTY [l quiti=g CTIOTIS, TTUOIUTY TTIOTUTY TITOTTTY
W9 W9 W9 W9 W9 W9 W9 N9 N9 W9
U1 SA[OSSIP SU)| U1 SDA[OSSIP SIYI| Ul SPAJOSSIP S| UL SOAOSSIP SIYI| UL SIA[OSSID SIY}| - UL SOA[OSSIP SIY) UL SIA[OSSIP SIYI| U SOA{OSSIP SIY)| UL SAA|OSSIP SIYI[ UL SIA[OSSIP SH)
paosnpoud st paanpoud st poonpoud st pasnpoud st paonpoud st paanpoud st pasnpoud st poonpoad st pasnpoud st paonpoud st eluowuy
ayendidaid aendiooad aendoad opepdiooad aendidaid endidard aendaid ajendioad aendidaad endwaid| N9 UL SIA[OSSIP SIp
Jua[NI0Y UB[NIJ0[ AUETURBVE JUD[NII0Y) W2MId0Y D[N0 U[NII0Y JUDNII0Y) uaNdI0Y Japnascoy| pasnpoid aq pinoys|  PIoe djuue) pue
EIUIR aym ongm NYM ROVITENY BTN Mym AA ENITEY aga [arensdidard yuafnodo) [praw onase Yim q
UsImoffok ay [ YSIMO[[RA oY | YSLMO)[oA oy | YSIMO[[2K Y |, YSLMG][RA dY L YSIMO|[2A oY ], US1MO[1a4 ay | USIAO[[2A DU ] L[SIMO][JA Y | YStO 12K Ay | a1ym ystmofaK auy L

$u1[000 U0 18ad|  SuI00d U0 1EIPD| BUIOOI UO LTI[ TULLOI UO 1L Fu1]00d uo 1ea[d|  Fu1j00d U0 IESd| Fulo0d U0 1eA[d|  FUI00 U0 13| $u1]002 U0 JBD[D|  BUI00D U0 JBII|  Fut]00d U0 JEd}d dq
stuoun[os oyL|  stuonnjosayr} SIUOUNOS YL} SHUOUN[OS Y| SLUONROS Y| SLUOHNIOS AL stuopn[os ayL| stuonnosayy| stuonnjos aYLf - STUOHN{OS L] PINOYS UOKNIOS A4 Funeay s e
uoneIjuUAP| ¥
(jut) swnoa
10! 1°01 101 101 101 101 101 101 101 101 1wl LIN Jo Anunojiun 3
R aeapn|  alqiSer w reard|  eiqiSer w sead|  ajquap yavar)|  2jadaly teal)|  AqIESL P ILID| A 49L) ajqiFa) w tea()|  atqiap w teapd]  2jqIS? 183D o1qidaf paea()|  Suppap Qe
UONN|OS SNOJSIA|  LONN|OS SNOISIA|  LOHNOS SNOISLA| UONN|OS SNOISIA| UONN|OS SNOISIA} - UONN|OS SNOISIA UOLNOS SNOJSIA|  HOBN{OS SNOJSIA|  UOIN[OS SHOISIA}  UOHNR{OS SNOISEA HoNN[os
WS aed)) WBIS I3 WiEys aeap) WSS Ued)) JYBIS Taed)) Ways aes|) WSS ‘1) SIS el WSS “aed)) WBYS IRl | SNOISIA YRS “He3) uonduasa(( 1
7014V POACN ¥0.42:1 roer £0AMT £0.uEl 0320 0A T 2044y [
S{uow /g SYILOW 97 syuotl 6z Syjuolt g Sipuow g | Syiuow 7 [ Syuou 6 Syour 9 SQIuowW ¢ letu] [CRERTRERS SISOL|ON'S

SETNSHA GIAYASH0

steak 7 1 3 J19YS €022 : aepdxg
xoquouey yaed A1epuodos % CF09: ISR ZoMef 1 ABPHIN
Adar youd Arew D lF0gs dwoap RIOVT: ON Yoy

[WOL - def - A % £°0 Sdosp 243 asojpoidAy 1npoad 2y jo aweyN
ASOTTANOUAAH HOd LAOdH AANLS ALFIYVLS ANIL TVad




ACCELERATED STABILITY STUDY REPORT FOR HYPROMELLOSE

Name of the product

: Hypromellose eye drops BP 0.7% w/v—10ml

Date: 15/12/02

Quality control chemist

Date: 15/12/02

Quality Assuranc
Date: 15/12/02

anager

Batch No 1 2F102 Temp :40=2"C Primary pack : LDPE
Mfg.date : June’02 RH 2155 % Secondary pack : Carton box
Exp.date : May’04 Shelf life: 2 years Formula : Same as in DMF
Manufg.method : MP-33 Source : Dow coming — USA.
SN | Tests Specification Initial 2 months 4 months 5 months I 6 months ‘g
0 |
1. Description Clear, Clear, colorless Clear, Clear, colorless Clear, Clear, |
colorless slight | slight viscous colorless slight | slight viscous colorless colorless
viscous solution viscous solution slight viscous | slight viscous
solution solution solution solution
2. Label checking Clear & Clear & legible Clear & Clear & legible Clear & Clear &
O legible legible legible legible
o, Uniformity of NLT 10.0ml 10.1ml 10.1ml 10.0ml ‘ 10.1ml 10.0ml
volume(ml)
} 4, Identification The solution The solution The solution The solution The solution | The solution
a. with heating should be clear | should be clear on should be clear | should be clear on | should be should be
on cooling cooling on cooling cooling clear on clear on l
‘ cooling cooling ;
| b. with acetic The yellowish | The yellowish The yellowish | The yellowish ‘
| acid and tannic white white flocculent white white flocculent The The !
% acid flocculent precipitate 1s | flocculent precipitate 1s yellowish . yellowiskh !
} precipitate produced whichis | precipitate 1s produced whichis | white | white
’ should be dissolves in 6M produced dissolves in 6M flocculent i flocculent
| produced ammonia which is ammonia precipitate is | precipitate is
1 which is dissolves in produced produced |
\ dissolves in | 6M ammonia which 1s which is
6M ammonia dissolves in dissolves 1n
L 6M ammonia | 6M ammonia |
5. |pH 8.2-8.6 8.21 8.31 8.36 8.42 8.46 |
{ 6. Refractive index | 1.335-1.338 1.3356 1.3356 1.3356 1.3356 1.3356
1 at 30°C
ic Specific gravity 1.005-1.012 1.010 1.010 1.010 1.010 1.010
at 25°C
8. Viscosity at 25°C | 40 - 70 58 55 50 50 48 j
(cps) |
9. Assay
Hydroxy propyl 0.45% - 0.75% | 0.725 0.720 0.685 0.680 0.678
methyl cellulose
10 | Chlonde 4000 - 4875 4870 4850 4840 4825
F 4900ppm i
1 Benzalkonium 0.009% - 0.0118 0.0114 0.0112 0.0109 0.0107
3 chloride 0.0120%
12. | Sterility Should be No | No growth No growth No growth No growth No growth
J growth ;
Test conducted by: >+ \,_ e, R?Vie)wed by: =5 laia 1 Approved by: A\ - J<a . I.,\ N
4 B Jor AT ST WAURTIVER LS VIS 1 Mty H KHR [7A ()\Q MM |
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