4’l W’( oty

jfm:h & Brugs Control Adminigtration
BLOCK NO.s, 1*FLLOOR, Dr.JIVRAJ MEHTABHAVAN,

GANDHINAGAR, GUJARAT STATEL, INDIAFIN: 582010

Certificate No. : 19061470

On the basis of the inspection carried out on 16-17/05/2019 & 24/06/2019 we certify that
the site indicated on this certificate complies with Good Manufacturing Practices for the

dosage forms, categories and activities listed in Table 1.

1 Name & Address CTX LIFE SCIENCES PVT. LTD.
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The Iespongffﬁ'y« ot T ifie quality of the individual batchies of the pharmaceutical
products manufactured through this process (ies with the manufacturer.

This certificate remains valid until 01/07/2022. 1t becomes invalid if the activities and
Jor caleyor ies cerlified frerewlilfi are changed or if the site is no longer considered Lo be n

compliance with GMP

Format of this certificate is as per WHO TRS No. 908 of 2003.

Address of certifying authority

Food & Drugs Control Administration,
Block No. 8, 15T floor, Dr. Jivraj Mehta
- Bhavan, Gandhinagar, Gujarat State,
India. — Pin : 382010

Fmail  : comfdca@gujarat.gov.in

Phone  : Qi-7e-23753417, Fax - 91-79-237-53104]
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LIFESCIENCES

LIST OF PRODUCTS APPROVED UNDER WHO-GMP CERTIFICATION AS SPECIFIED
IN FORM 25 MANUFACTURING LICENCE NO. G/25/1723 [VALID UPTO 23/01/2021|
LIST OF PRODUCSTS FOR THE GRANT OF COPP AS PER WHO GUIDELINES

(FOR EXPORT ONLY)
:’I‘; Name of Product gf;}w Pharmacopoeia
1. | Acetazolamide /iQ"”‘ e K IP/USP/EP/BP
2. | Alendronate Sodium /¥, 28\ ™ " 4« « | USP/EP A
3. | Amiodarone Hydzoch}oﬁdﬁq,;- ,‘czﬂf < \ s | EP/BP/USP PRy
© | 4. | Candesartan Cilexetil] N X " | USP/EP S S
{oif| 5. | Carbamazepine | ' | IP/USP/EP/BP A L
&3] |_6. | Carvedilol \ USP/BP/EP SR
&7 (7. | Chlorothiazids AT IP/USP/EP/IH ‘ op
8. | Ciprofloxacin HYdI‘OCthﬂE@'»& \ IP/USP/EP/BP % A
9. | Hydrated Dihydralazine Sulfafg™===="= . BP/EP
10. | Hydrochlorothiazide s Cop | IP/USP/BP/EP
11. | Irbesartan .USP/EP
12. | Lamotrigine \IP/USP/EP/BP
13. | Levetiracetam 2 [USP f
14. | Mesalamine/Mesalazine . USP/EP/BP
15. | Metoprolol Succinate ~:| IP/USP/BP/EP " ey
16. | Metoprolol Tartrate “lieuseRP/ED 01’ AR J
17. | Olmesartan Mcdoxomil . IP/EP/BP/USP .‘Tﬁwﬂ,\\\*
18. | Ondansetron Hydrochloride USP/EP/BP V& VL5 f ‘i)%\
19. | Oxcarbazepine JTIYTTwyy IP/IH/EP/BP/USP OCATE ¢ ‘\
20. | Oxymetazoline Hydrochloridgy* < "\'Ww W'L(I IP/USP/BP/EP o QR’“
21. | Pregabalin F L %Y%) IP/IH/EP/BP/USR &\ ¥ a% ne Dmé‘ Q-
22. | Sevelamer Carbonate I3/ N N G IH Q e )ugt'w‘l &/
23. | Sevelamer Hydrochloride 4 = 9 3 SER. B IH \;‘ TARIAL N A
24. | Terazosin Hydiochlonide ‘ngu’a’fe’“ 3 /Z FUSP/EP/BP X ;
25. | Terbinafine Hydrochloride 7';..";2; s _f 4| USP/EP/BP =L
26. | Xylometazoline Hydrochlorid&s' : s 0% | IP/USP/BP/EP
27. | Duloxetine Hydrochloride )?:\W USP/EP
28. | Deferasirox IH {A —lo N |
29. | Rosuvastatin Calcium IP/IH/EP/BP “:n( g e |
30. | Eslicarbazepine Acetate IH/IP \ ,,,nmzo 2 &'5*‘1
31. | Saxagliptin Hydrochloride Dihydrate IH
32. | Apixaban IH \% W
33. | Azilsartan Medoxomil Potassium IH ) ) %
34. | Propranolol Hydrochloride JUSP/EP/BP [ \’ ] W
FOR CTX LSIF SSCIENCES PVT. LTD. ‘o o epi .
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CTX LIFESCIENCES PVT. LTD.#
Works : Block No. 251-252, Sachin-Magdalla Road, GIDC, Sachin, Surat - 394 230. Gujarat, INDIA.
Tel. 1 0261-2399669, 2398456 - Fax : 0261-2398547 « Website : www.ctxls.com
Redg. Off : 91, Surat - Navsari Road, Bhestan, SURAT - 395 023, Gujarat, INDIA. « Tel. : +91-261 2897800 / 2897801
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Administracion de Control de Alimentos & Medicamentos
BLOCK NO. 8, 1¢" Piso, Dr. JIVRA] MEHTABHAVAN,
GANDHINAGAR, ESTADO DE GUJARAT, INDIA PIN: 382010

Certificado No: 19061470

En base a la inspeccion llevada a cabo el 16-17/05/2019 & 24/06/2019 certificamos que el sitio indicado
en este certificado cumple con las Buenas Practicas de Manufactura para las formas de dosis, categorias

y actividades listadas en la Tabla 1. ‘ fal
1. Nombre & Direccion CTX LIFE SCIENCES PVT. LTD. (T~
del sitio: BLOCK NO. 251/P, 252/P, 253 A 255, Van|4 SSE)@[!T%&_f-'iveda
256/P, 258/P, 276/P, 277, 278/P, 279 A 282, 283/P, 284/P, Glng Py ere Lbataiories
Ciudad: SACHIN, Dist: SURAT, R¥
ESTADO DE GUJARAT, INDIA <3 B. fig;’; "

2. Nimero de Licencia G/25/1723
del Fabricante:

3.Tabla: 1
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@m Dosis R OTHER RESPONSI( ITIE ﬁM""‘??‘&tegor/a(s) = AGPM d(es)
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La responsa I”c[%d por la calld{ctde los Ié‘l!égﬂbdmrc}ua[gﬁqﬁ P_j,_yﬁos farmacéuticos fabricados a través
de este proces I:?Q(zaé, e‘n e fabficante. MERCE & INDUSTRY, Supat,

Este certificado es valido hasta el 01/07/2022. Queda invalidado si las actividades y/o categorias
certificadas en el mismo son cambiadas o si el sitio deja de ser considerado como en cumplimiento con
las BPM.

El formato de este certificado esta segin OMS TRS No. 908 del 2003.

Direccion de la autoridad certificadora

" /;
Administracion de Control de Alimentos & (/)

Medicamentos, Block No. 8, 1°" piso, Dr. Jivraj

Mehta Bhavan, Gandhinagar, Estado de Nombre & funcion de : (Dr. H. OSHIA)
Gujarat, India. — Pin : 382010 /.a&srm@a{esponsable Comisionado
QQb(‘S CO,f/

Email : comfdca@gujarat.gov.in
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LIFESCIENCES

LISTA DE PRODUCTOS APROBADOS BAJO CERTIFICACION OMS-BPM SEGUN LO ESPECIFICADO
EN FORMA 25 LICENCIA DE FABRICACION NO. G/25/1723 | VALIDO HASTA EL 23/01/2021 |
LISTA DE PRODUCTOS PARA EL OTORGAMIENTO DEL COPP SEGUN LAS DIRECTRICES OMS

(SOLO PARA EXPORTACION)

Sr- Nombre del P ColfAPl) I F
No. ombre de roiﬁ&fﬁuiﬁ armacopea
1. | Acetazolamida AT TR IP/USP/EP/BP
2. | Alendronatode Sodio g 74’ % .\ | USP/EP

\* | 3. | Clorhidrato de Amiodarona |+~ k{\‘:’(f:;-\(' P L EP/BP/USP

=/ !| 4. | Candesartan Cilexetil | TN AT USP/EP

g::{i 5. | Carbamazepina T v IP/USP/EP/BP

.,.:»,;‘.-’I 6. Carvedilol USP/BP/EP

>1/ 7. | Clorotiazida IP/USP/EP/IH

8. Clorhidrato de Ciprofloxacina IP/USP/EP/BP
9. Sulfato de Dihidralazina Hidratada BP/EP
10. | Hidroclorotiazida 7T - IP/USP/BP/EP
11. | Irbesartan NN [ USP/EP
12. | Lamotrigina “'l, x ] &' IP/USP/EP/BP
13. | Levetiracetam Yo L <1 usp
14. | Mesalamina/Mesalazina L_;';_,, «’-i‘-- USP/EP/BP @7
15. | Succinato de Metoprolol a ST S | IP/USP/BP/EP , LY
16. | Tartrato de Metoprolol NN Tt ity IP/USP/EP/BP ~ " }'
17. | Olmesartan Medoxomilo p—— IP/EP/BP/USP /e?'—B '3\*
18. | Clorhidrato de Ondansetron USP/EP/BP / */Q’ 4)&\ &
19. | Oxcarbazepina - ,{}:‘}_e,,_ IP/IH/EP/BP/USP OCP«' B \',
20. | Clorhidrato de Oximetazolina /s M2r——~J% | IP/USP/BP/EP X gAm}ﬂk PPT ol
21. | Pregabalina S NN | IP/IH/EP/BP/USPY 4\ T ealE, ;\T& )
22. | Carbonato de Sevelamer {SINo....... e Corplagh %[ IH ' n\hﬁ?{ém 022[6‘/
23. | Clorhidrato de Sevelamer 1= . 4 SER LR 1H ' 9@ R s,
24. | Clorhidrato de Terazosina Dihidkgtori¢ " ['| USP/EP/BP
25. | Clorhidrato de Terbiniafina -~ ="~ si< /' | USP/EP/BP
26. | Clorhidrato de Xilometazolina "",;,v;“j-......, o .’-:}FZ{/ IP/USP/BP/EP
27. | Clorhidrato de Duloxetina s SO USP/EP
28. | Deferasirox IH
29. | Rosuvastatina de Calcio IP/IH/EP/BP
30. | Acetato de Eslicarbazepina IH/IP
31. | Dihidrato de hidrocloruro de saxagliptina IH
32. | Apixaban IH
33. | Azilsartdan medoxomilo potasio IH
34. | Propranolol clorhidrato USP/EP/BP A\ ; “ﬁ

PARA CTX LIFESg:IENCES PVT. LTD.
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