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318115N 1 Hydroxyurea 500 mg Capsule
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1. #aen Hydroxyurea 500 mg Capsule

2. ansdanianaly

2.1 jluuy ueidauates dsmitsudenu

2.2 sulsznay  dsznausoalgn Hydroxycarbamide (Hydroxyurea) 500 mg 1w 1 1@
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3. AMANVANIINARA

Namimaﬁmiﬂ:ﬁqmmWLﬂuvl‘iJﬂ'm Finished product specification W&z Drug substance specification
figrsBsnnunddiatuidnts SoldeansToudadinun penTINNISa M TLeEN NSENTWEBITUFY
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3.1 Finish product specification"?
AnENLANIMAKA USP 35 BP 2013

1. YSanuaendaty 90.0 - 110.0% of the L.A. of 95.0 - 105.0% of the L.A. of
Hydroxyurea Hydroxyurea (Hydroxycarbamide)

2. Identification ATIWU ATIU

3. Dissolution wsaINTazany liteunin 80%(Q) usaInsszane laistesnin 70%(Q)
of the L.A. Tutaan 30 wifi of the L.A. luiaan 45 widl

4. Uniformity of dosage units ATINU NI

5. Urea - NMT 0.5%
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3.2 Drug substance specification : Hydroxyurea (Hydroxycarbamide)"”‘z’

anaNianInaka USP 35 BP 2013

1. WSanmdrndngy 97.0 - 103.0% of Hydroxyurea 97.5 - 102.0% of Hydroxyurea
(Calculated on the dried basis) (anhydrous substance)

2. Identification ATV ATV

3. Loss on drying NMT 1.0% -

4. Residue on ignition NMT 0.50% -

5. Heavy metals NMT 0.03% NMT 10 ppm

6. Urea and related compounds | T3/ - Urea : By thin-layer chromatography

NMT 0.5%

- Related substances : By liquid chromatography
* Any impurity : NMT 0.1%
* Total impurities : NMT 0.2%

7. Chlorides - NMT 50 ppm
8. Water - NMT 0.5%
9. Sulfated ash - NMT 0.1%
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W W38 finished product specification Waz/%3a Drug substance specification lazvaurlunawiudszmea
dsznmianadilinnsaiing uazliiiu 2 1 o Sudszmadssnmanandiinnseing
2. 19NAITUIVINATTIUNITHAAY)
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mMINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiiazanu PIC/S participating authorities
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2.2 psdfinegiugrwndwdssna HndadasdiananITusennaIIuMIHAauMURANINMeiLaE
SEmafielumIndaen PIC/S (Pharmaceutical Inspection Co-operation Science) lagmuaenu PIC/S participating
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méuﬁdmﬂmﬁaﬂn

3.2 NanﬁimiﬁaﬁLﬂiﬁzﬁqmnwwi’@qﬁumaaﬁ’:mﬁ’lﬁ'ty (Certification of analysis of Drug substance) m"ﬁ‘lu
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1 = The United States Pharmacopoeia 35
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578113N 2 Cetuximab 100 mg Injection
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1.8a87 Cetuximab 100 mg Injection

2. amantiana ly

& o w L I o
2.1 EleL‘U‘lJ Lﬂ%aﬂiﬁ:aﬁﬂﬂﬁﬂﬁ%’ml’ﬁﬂlﬁ FIRTUROLTIRRDALR AN

2.2 #audsznay  Usznaudiu@asn Cetuximab 5 mg/mi YSunas 20 mL 1w 1 97a
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3. AmENITANIINAKA

3.1 Finish product specification"”

-

. USunmdanndngy

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

2. Identification

m’s’ﬂmum&lﬁi:qlu Finished product specification

3. Particulate matter
-2u@ 2 10 pm LilAu 6,000/container

-2ue 2 25 ym Wil 600/container

m’;fani’mma.lﬁiquu Finished product specification

4. Sterility m’md’mmuﬁi:qlu Finished product specification
5. Bacterial endotoxins m’mmumuﬁ'szq‘lu Finished product specification
6. pH Gli’mmumuﬁizﬂu Finished product specification
7. Volume in container @S'Jﬁwi'mwmﬁsquu Finished product specification
8. Impurities / Related substances @lnﬁ]mumu‘ﬁinﬂu Finished product specification
t?;a%vhléu )

o 1 v & P 0 o = | ° e
1. mlu']ﬂ']'wrnUlaﬂmfﬂqsvl@?UﬂkWy']@\muﬂ:LU HUATIVEUN aﬁ]’]ﬂu’]ﬂluﬂﬁtﬂﬂlﬂﬂ URSHLGN (declare) WARIHAS

0 Qs & o Qs 9 ] o
1.1 ludagnistunsiioudsuen (me.2 ne.3 ne.4 usudnsdl)

1.1.1 lunydimdusindalulszineng wuneds ne.2

1.1.2 ’I.umrﬁﬁﬂumﬁqmTWLﬁamsLLﬂamsg BULDe N8.3

1.1.3 lunsaimdueingnandadseine nanods ne.4

[CRET2) e e \A ........... UsETUAUENITUANT
(wwamging #ediia)
A
(GRE) T Y ATTUMT

[R5 TN AITUMT

(WHRIIUIE NodTal)

(WA LENDET)

Wiy N1 2ATIB26/2559
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muﬁ’i‘fuwuﬁw (finished product specification) LLa:ﬁaﬁﬁwuﬂqmﬂﬂwmadfﬂqﬁu (drug substance
specification) mtﬁﬁags:%’mmsm§ﬂuLLﬂaaLLﬁ1mLﬁuLau AFBILRUBNETELMMNENEATaLA 1 (8.5)
UWSau finished product specification LAz/NIe Drug substance specification Tasvaun lunawiulszne
dsznmenadidnnsefing uazlaiifiu 2 T w udszmedssmenandidnnsaiing

2. LANAITUITDINAIFTIWNTHARE

2.1 nsdngwaalusemalneg pjwﬁmﬁaoﬁLanmﬁusaammgﬂumwﬁmzrwmmé”nan‘VTuaxﬁﬁn'\sﬁeﬂu
MIHaAe PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiasanu PIC/S participating authorities
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3. Lanmsqmmwmaamﬁtauaﬂm (Fnwimnana)

3.1 HANIATIVIATIWA R A A ENELTagU09AR (Certification of analysis of Finished product) Tu
ms;uﬁa'm,ﬂuﬁ’aazm
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5.5 stuUMstiukazIaaendaaduluy Cold chain system ﬁ'léfmmgmmwé’mnwﬁ good storage practice
(GSP) uaz good distribution practice (GDP) lasugaaanansusznay
6. Alanwanan ({ne) Busealismidndggnewasuimue aodh
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nNEe  d989m
1 = General requirement Ba3LAFTFTUSNTUILULLLEN Injections
2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B

(2R} ; Current step4 version, 2006.
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i'lsm'li‘?; 3 Bacillus Calmette-Guerin (BCG) vaccine 200,000,000 viable units
powder for bladder instillation
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1. o1 Bacillus Calmette-Guerin (BCG) vaccine 200,000,000 viable units powder for

bladder instillation

2. amdsiana lu
2.1 Juyy unagndmaannide Uuuy freeze-dried powder fnsudadnsamsasn:
(intravesical instillation)
2.2 gwsznay  Usznaudie Bacillus Calmette-Guerin #ilefann mycobacterinum bovis 200,000,000
viable units % 1 vial
2.3 MAULUIN ussq‘[ummzmsqmﬂﬁﬂmm%a Jagin LLa:msqﬁ'msw’ﬂaoﬁuum
2.4 aan - Haen FUUTTNaUAILFIATPUSTANULTY THHER ’S'uz?vumq wuiinGe uazaansdon
dnsuenliadetauunusaimed
- UWMTULLITIN amqﬁanﬁaas:q%am FIUUsNaURILFIfY 9L i’uﬁvumq uae
\§UTinG®
- Itaenuuindenlisanined 2-8 ssnaadus VBTN M MIaMTULTIREN

3. amaalANIMaha

3.1 Finish product specification'"?
1. ldentification m’r«as\i’mmuﬁiquu Finished product specification
2. Count of viable unit Wli’Jﬁlﬁhumuﬁsquu Finished product specification
3. Ratio culturable particles per vial final bulk / m’mc&’mm’m'ﬁiz‘lﬂu Finished product specification
final lot
4. Sterility ATIVU
5. Virulent mycobacteria ATIHU
6. Water content ATITNIU
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mummw*malu (finished product specification) LLa"manﬁwuﬂﬂmﬂﬁwmaa’mn@U (drug substance specification)
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product specification Waz/%38 Drug substance specification Iml"uaun“l’unau’mﬂi:nﬂﬂﬂ‘i:mﬂﬁmatan‘maunﬁ
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2.1 nsdfieudalulsenalng HuRadasdianmssusssnasgunmsnaaenaamaninasiuaz 3 nsfiaiu
MINEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwsiiganu PIC/S participating authorities
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3.1 Finish product specification"’

anauianainaila BP 2013
1. SSnmdaendamy 95.0 - 105.0% of the L.A. of Cytarabine
2. Identification AT
3. Acidity or alkalinity 7.0-95
4. Related substances - Any spot corresponding to uracil arabinoside : NMT 2.0%
- Any other secondary spot : NMT 0.5%
5. Sterility ATIINN
6. Bacterial endotoxins ATIVHU
7. Particulate matter ATITNIU
- BWMATWIA > 10 pm lifis 6,000 ayma
- BYMATUIN = 25 ym laiiiu 600 A
8. Volume in container ATITHH ,
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3.2 Drug substance specification : Cytarabine o

anauianinaia BP 2013
1. USnmeendagy 99.0 - 100.5% of Cytarabine (Calculated on the dried substance)
2. Identification ATIIHIU
3. Appearance of solution AT
4. Specific optical rotation +154° to +160°
5. Related substances Total impurity : NMT 0.5%
6. Loss on drying NMT 1.0%
7. Sulfated ash NMT 0.5%
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5190151 5  Methotrexate 2.5 mg Tablet

Az nASINIRgUATIBEIN -6 (WA 2559

1.88971  Methotrexate 2.5 mg Tablet

2. amantianaly

2.1 3uuuy Wuenide dnsusudssnmu

22 amsznay  Usenausiudann Methotrexate 2.5 mg Tu 1 1@
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3. AMANUANINARA

Nan'ﬁmﬁﬁl,m”nzﬁqmmwL‘ﬂu‘lﬂmu Finished product specification waz Drug substance specification
i a v o s o o A P o @
fisreBsnnindrdsuatudeinu deldenadoudafuinaua MenITUNITAMISUAZEN NIENTNENTIITEY
& X o o & Al ve a w v A a e v Py B \ '
shngrdnsuilesdsdaaduatiufifisuirimialnainit nsdtlifisuviudiduldanudszmanszns
FBITIAY 1384 32YAITILN W.4.2556 897Ul 11 Wenew W.A.2556 (39Ulsemalusziaapunsiui 10
o V! Qr o
figwiny 2566) WawnugauRilsvasnmnsumIlszmana

3.1 Finish product specification”

amaniansmaia USP 35 BP 2013
1. WSnmaasdngy 90.0 - 110.0% of the L.A. of Methotrexate | 95.0 - 105.0% of the L.A. of Methotrexate
2. Identification ATIVEU AU
3. Dissolution waasnTasans likasnin 75%(Q) of the waasnIazans'livaandt 70%(Q)

L.A. of Methotrexate lwiaan 45 wifi of the L.A. of Methotrexate lwaa1 45 w1l

4, Disintegration time - Maximum time 30 w1l
5. Uniformity of dosage units | #3394 AN
6. Related substances - By liquid chromatography

- impurity C : NMT 3%

- impurity B : NMT 0.3%

- impurity E : NMT 0.3%

- The area of any other secondary peak
: NMT 0.2%

- The sum of the areas of any other

secondary peaks : NMT 1%

UYszIuaMeNITUNT
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(WNEIUIRT NdITad) (WEMBNE LeNer3)
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3.2 Drug substance specification : Methotrexate

(1(2)

amauianwinana

USP 35

BP 2013

1. PBanmarendngy

98.0 — 102.0% of Methotrexate

(Calculated on the anhydrous basis)

97.0 — 102.0% of Methotrexate

(Calculated on the anhydrous basis)

2. Identification ATV AT
3. Water NMT 12.0% NMT 13.0%
4. Residue on ignition NMT 0.1% -

5. chromatographic purity /

Related compound

- MTX related compound B : NMT 0.3%

- MTX related compound C : NMT 0.5%

- MTX related compound E free acid : NMT 0.3%

- MTX dimethylamide and MTX related compound |
- NMT 0.2%

- MTX dimethylamide and MTX related compound
H : NMT 0.2%

- Any unspecified impurity : NMT 0.1%

By liquid chromatography

- Impurity C : NMT 0.5%

- Impurities B,E : for each impurity, NMT 0.3%
- Impurities H,| : for each impurity, NMT 0.2%
- Unspecified impurities : For each impurity,
NMT 0.05%

- Sum of impurities other than B,C and E

: NMT 0.5%

6. Enantiomeric purity NMT 3.0% - Impurity F : NMT 3.0%
7. Heavy metals NMT 20 ppm NMT 50 ppm
8. Sulfated ash - NMT 0.1%

) @ > . a sl [y w o, dw e e o
“N'\ﬂt“ﬁ! - ﬂirﬁﬂﬁﬂﬂztﬁ HULIINTTIN (wWaive) NIATIIFDLI Lﬂﬂ:ﬁﬂﬂﬂ'ﬁ1@ 1“ﬂuuﬁﬂ@taﬂmwaﬂﬂjuﬂoﬂa’\jﬂ‘lﬂﬁﬂﬂ%&]@]@?ﬂ

- Drug substance specification AvvsawraniuAinmziuesiniia drug substance #3pluTiAMEW drug substance VB4

o o s = a o A4 4 a a @ o dg
F“J‘Nﬁﬂﬂ’]mlﬁﬂgﬂ ﬂimlﬂﬂuu‘imﬁ ’N&m’\iﬂﬂﬂ’)Lﬂiﬁ:ﬁﬂiﬂﬂﬂ%?ﬁaﬂﬂﬁﬁuﬂ

- -
Gawludw

o 3 S/Qv ! = o A o 1 ' 1 =
1. UMW fJLanmims'l@magry'mmum LUHUATTUEUNEINNAUN Uluﬂi: L‘YlﬂvLYIU LRZRILAY (declare) LREINR®

P & o _ Qs ]
1.1 lugagmydunzifioudsuen mo.2 no.3 .4 ududnsil)

1.1.1 lunsdinidunennuda lwdszmelng wanedy ne.2

ad o w A ' =
1.1.2 luﬂimﬂL‘!'jumu’IL‘IJ'lLWElﬂ’ISLL‘]JGUﬁ? RUIBTN N3

1.1.3 lunsdindusinghanasdseina naneds ne.4

o J = H 9/ a w = as
1.2 lummamuﬂ:mwm N8.1/8.1 VDILNLEUATIAN WiBUTIEIAZLD mmmamﬁmuquqmnwmaowamnmﬁ

AJ = . . R ¥ o o a
aunIunsiden  (finished product specification) UWRETBNTAUANUNINTBIIAYAY (drug  substance

spegcification) nsfﬁﬁagi'szwi'mmsm§£Juuﬁa\1un"'|.mﬁmﬁu AADIUULLENFTEUWAINENBNTVBUA 12 (8.5)

N1W3ay finished product specification Waz/%38 Drug substance specification Tagvaunlurauindszna

dUszmanaadnnising wazliiu 2 T o udsemeadssnianendidnnsafing

................. nIIuNIT

(WrENnTang

(WHE1IUIEN NavTad)

................................................. NITUNIT

(WINWNE La2aT)

wi2imensiisyailB2612559




2. LaNEITUIDINIATFINATIHAAL

2.1 padinemaalusznalng Nwa@maouLanmssusaammmumma61mmwantnmfvﬁmvwnwsm‘ﬂu
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1.30871  Doxorubicin HCI 2 mg/mL Injection, 25 mL
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2. Identification AT ATIIU
3. Sterility ATITNIW ATIININ
4. Bacterial endotoxins NMT 2.2 USP Endotoxin U/mg of NMT 4.4 |U of Endotoxin/mL
Doxorubicin HCI (solution 2 mg/ml)
5. pH 25-45 25-35
6. Volume in container AT ATIININ
7. Related substances - - the area of any peak corresponding
1 NMT 3%
- the area of any other secondary peak
: NMT 0.5%
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3.1 Finish product specification‘"’(z’ (Gia)

anauanmaia

usP 35

BP2013 |

8. Particulate matter

- DBMATVUNG 2 10 uym
aiifiw 6,000 aunn

- BYMATUNA 2 25 ym

Laiifin 800 8y

AT

AT

3.2 Drug substance specification : Doxorubicin HC
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AmANIAN9 mnata

USP.35

BP 2013

1. USunmaaendagy

98.0 - 102.0% of Doxorubicin

(anhydrous substance)

98.0 - 102.0% of Doxorubicin

(anhydrous substance)

2. Identification AT ATITHH
3.pH 40-55 40-55
4, Crystallinity ATIIY -

5. Related substances The total of any impurities : NMT 2.0%
- Acetone : NMT 0.5%
- Total of acetone and aicohol : NMT 2.5%

NMT 4.0%

- Any Impurity : NMT 0.5%
- Ethanol : NMT 1.0%

6. Limit of solvent residues
(as acetone and alcohol)

7. Water

NMT 4.0%
NMT 2.2 IU/mg

8. Bacterial endotoxins -
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1. Basn Pemetrexed disodium heptahydrate 100 mg for injection
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3.1 Finish product specification'"*
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2. Identification m’mﬁhum&lﬁi:q‘lu Finished product specification
3.pH m%whwrmﬁi:q‘lu Finished product specification
4. Sterility ATITHU
5. Particulate matter ATITHIU
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1. 8o Pemetrexed disodium heptahydrate 500 mg for injection

2. apsangonaly
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2.2 gadsznay  Usznaudas Pemetrexed disodium heptahydrate ‘ﬁ.aalgaﬁu_Pemetrexed 500 mg 1w 1 Vial

2.3 MTUVTTY usszg'l,ummu:ussqmﬁﬂﬂﬂﬂﬁnm%a Hagiin

2.4 28 - Forn TN AgLaraIaLs Sunan fuﬁvumﬂq \vfinda uazawnadou
dnsuenliegntaauunusaioed
- UWMTUSLTIYEN aﬂ'woﬁaﬂﬁaoi:q%am fautlsznaudlgnd@fy ANuLs 'J”uﬁvumq
uaztanfinda

3. amaniannaia

3.1 Finish product specification'"®
1. USvrauarendraty 90.0 - 110.0% L.A.of Pemetrexed
2. |dentification mamhumu'ﬁlsquu Finished product specification
3. pH mswmumuﬁs:q‘lu Finished product specification
4, Sterility AT
5. Particulate matter AT

- 84MATWA 2 10 pm lalifin 6,000 auna
- BUWMATWIA 2 25 pm 'laiifin 600 aymea

6. Bacterial endotoxins m’mmumuﬁiquu Finished product specification
7. Uniformity of dosage units ATIU

8. Water content m’sﬁwi’lumuﬁsquu Finished product specification
9. Impurities / Related substances msa%&i’lumu‘ﬁszﬂu Finished product specification
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2. 1BNEITUIDINATHIRIIHAAEN

2.1 nadiAndaluwsandlng KHdadaslianasiusesnaspumsnaaenaaumaninsiuas 35 msnialn

M3IuRALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiiaeau PIC/S participating authorities
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3. AnENLGNIINATA

3.1 Finish product specification'”
1. YTunmaendngy 90.0 ~ 110.0% of the L.A. of Regorafenib
2. |dentification ﬂi’msi'mmuﬁi:qlu Finished product specification
3. Dissolution @lswmumuﬁszqh Finished product specification
4. Weight variation %38 m’lﬁlmumwﬁiquu Finished product specification
Uniformity of weight (mass)
5. Water content @i?%&iﬁumu‘ﬁ'iquu Finished product specification
6. Impurity / Related substance mnmumuﬁizqh Finished product specification
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1. Baen Oxaliplatin 50 mg Injection

2. ansasnianaly

2.1 3upy Wussazasla WilF Unannds dwiudadmasaidaad

22 fudszney  Ysznaveae Oxaliplatin 50 mg 14 1 Vial
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3.1 Finish product specification("

AUENLAN WINATA USP 35
1. USnaudaengnagy 90.0 - 110.0% of L.A. of Oxaliplatin
2. Identification ATV
3. Impurities 1. Oxalic acid : NMT 0.6%

2. (SP-4-2)-Diaqua [(1R,2R)-cyclohexane-1,2-diamine-N,N1] platinum : NMT 0.65%
3. Diaquodiaminocyclohexaneplatinum dimer : NMT 0.5%

4. Any individual unspecified impurity : NMT 0.20%

5. Total impurities : NMT 2.45%

4. Bacterial endotoxins : NMT 1.0 USP Endotoxin units/img of Oxaliplatin
5. Sterility AT
6. pH 40-7.0
7. Particulate matter ATIINW

- amMATWIA > 10 pm Litfiu 6,000 aumn
- 9%MABWIA > 25 pm Tailfiu 600 eume

8. Volume in container AT
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3.2 Drug substance specification : Oxaliplatinm

anaNLdanamaia USP 35
1. Yhanmaasdny 98.0 - 102.0% of L.A. of Oxaliplatin (Dried substance)
2. Identification ATITHU
3. Acidity AT
4. Specific optical rotation +74.5° to +78.0°
5. Microbial limits -Total aerobic microbial count : NMT 20 cfu/g

-Total combined molds and yeast count : NMT 5 cfu/g

6. Silver NMT 5 ppm
7. Loss on drying NMT 0.5% of its weight
8. Platinum 48.1% - 50.1% of the Oxaliplatin (dried basis)
9. Heavy metals NMT 20 ppm
10. Bacterial endotoxins Not more than 1.0 USP EU/ mg
11. Related substances - Oxalic acid : NMT 0.1%

- Oxaliplatin related compound C : NMT 0.1%

- (SP-4-2)-diaqua [(1R,2R)-cycloohexane-1,2-diamine-N,N] piatinum : NMT 0.1%
- Diaquodiamino-cyclohexane-platinum dimmer : NMT 0.1%

- Any individual unspecified impurity : NMT 0.1%

- Oxaliplatin related compound D : NMT 0.1%
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2.1 nadfignudaluszmalng Huaadsstilenmsiuseunasumsniamaumaninasiuss35nmiaiu
MIHRNALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiiaeau PIC/S participating authorities
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3. ankEN BN Inaka

3.1 Finish product specification'”

1. ldentification

dasuraINaNMsaTvatetes 1 35 lu 5 55 leun
- CZE %38 IEF

- PAGE+Immunoblotting

- Peptide mapping/LC

- N-terminal sequence analysis

- HPLC

2. Potency

80 - 125% of the state potency

3. Sterility

AT

4. Bacterial endotoxins

NMT 2.5 Endotoxin units/mg

5. pH

38-42

6. Extractable volume

m’aﬁlmumuﬁszﬂu Finished product specification

7. Particulate matter
- 2UMAIUIA 2 10 pm Tifin 6,000 aunA
- SUMALWIA > 25 pm Laiifin 600 pyA

ATIINU

8. Protein content

@i’mmumuﬁs:qtlu Finished product specification

9. Aggregate test

mm&i’mﬂ’mﬁiquu Finished product specification
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3.2 Drug substance specification : Filgrastim Concentrated Solution®

AndNlANImaia BP 2013
1. Protein content Minimum 0.9 mg of protein/mL
2. The estimated potency 80 - 125% of the state potency

(Minimum 1.0 x 10° lU/mg of protein)

3. ldentification ATINU

4. Impurities with molecular masses higher By Size-exclusion chromatography

than that of filgrastim -Total of the peaks with retention times less than that of the

principal peaks : NMT 2.0%

5. Impurities with molecular masses By Polyacrylamide gel electrophoresis

differing from that of filgrastim - Impurities with molecular masses lower or higher than that of

filgrastim : NMT 2.0%

6. Impurities with charges differing from that | By Isoelectric focusing

of filgrastim - Any impurity : NMT 10%
7. Bacterial endotoxins Less than 2 IU in the volume that contains 1.0 mg of protein
8. Related proteins By Liquid chromatography

- Any impurity : For each impurity NMT 2.0%
- Total : NMT 3.5%
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