HEPHUHKCITYKBA N
AEPKABHA CIIYIKBA 3 MIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

syn. bepesnsikisenra, 29, Kuis, 02098, tea/dake: (044) 550-23-53, ven. (044) 550-20-55
E-mail; dis.kyivi@dls. gov.ua,hitps://wwivdis.gov.ua, Kog EAPTTIOY 37079055

BUCHOBOK

PO AKICTH BBE3€HOro B YRPAiHy JiKapebroro 3acoby

23.11.2020 Ne 64196/20/26

TPEHAKCA 500

{HAFMEHYBAHHS AKAPCEKOTO 34000y 3TIAHO 3 PEECTPALTHHM IHOCBIAUSHHM )
raduericy, BRpuTi 060m0uK010, 110 500 Mr o 6 Tabacror y erpani; 1o 2 CTPHAH B KAPTO HHIN
ropolui

((hopau BHIYCKY. HO3YBANNS, BHA RAKYBAUIA AIKAPCHEOS 3AC00Y)
Howmep peecrpauiiitoro nocaizaenns UA/10181/01/02 erpor ait pecctpanilinoro nocsinuenus HeoGMeen il
Cepin nikapeekoro sacody Ne ETIK2004A KinbkicTs BBE3eHOTO Aikapeskoro sacody 13440

BrpoBunk Maneose Gapmacsioturane Jlimitez, lrais

(HafisenyBars BUPOTHIKE AlKAPCLKOID 3ucoTy, RpUTIL TIONQILKEH H)

Bueseno s Yipainy Tonapuerso 3 ofnesxenoto Binuosizansuierro "MAKJIEQIC
PAPMACBIOTIKAJIS JUMITENX", ineur. cox: 37534108

(nalisenysanng va xoa 3a EIPTIOY joprmriet ocoGu ado npizsuie, in's, 10 Sarsr0s! Gizmuo
0COGH - NIANPIEMLS, T MICUE FPOXKMBANNS! T8 PEECTPLIHHIT HOMER OBNIK0BOT Kap T fARTIIKA
noyarxis alo cepis ta BoOMED nacropra)

Hpotoron sisyamsuore kourposmio sin 17,11,2020 M 3671/1.
JlabopaTOpHUE aHaRi3 AKOCTI AikapewKkoro 3acoby 3uifcHenuii:

TOB "TexuonaG" (v.JIbsis, sy Jaunia Anocroia, 2)

(Hafiveny BaIHI T2 MICUCIHANOMRCUIS NABOPaTopil, 110 Aponeta AGOPATOPHHE AnAN sKoCTi)

Buenonok oo scoeri sikapeskoro sacofy, uaanni naGoparopiero sin 20.11.2020 No 1404
Pe3yaLTaTH naGopaToPHOTo aHATIY AKOCT] ATKAPCLKOrO 3ac0By 3a NeperipeHHT TOKa3HIKaMH BIAIIOBIAAIOTE
BHNOTAM METOLIB KOHTPOAIO AK0CT] (AHaAIITHIHO- HOPMATUEHOT 20Ky MEUTALIT).

E - £lais Si— -
3a PESYARTATAMK  ASPWKABHOIO KQHTROMC  BCTAHOBASHO, U0 HIRAPCHIT: 1 \"}i y!(pﬁ”iy’ 3

OTPHNMA LM sumorsaxodiamer 0p0 3abe3neyeHs akocTi nikapeHdik sacodin,, ©
AoTp M ) d:ggﬁﬁ%i%zgﬂ eilu 2O 300 HSl SIKOC apce . 34500 ,B'“

HERTTY!




MACLEODDS
NI

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHM3A

Name of Product

Trenaxa 500 AR No: FPT-0980/20 | 2 | Manufacturer Country Indla
Tranexamic Acid [ilm
coated tablets 500 mg L
HawumerosaHue Tpeuarca 500 Date: 01/10/2020 locyAapeTBo-nponIBoauTens | Mnaus
NPOAYKLMH, Tpanckcamonan kienora, Hara: 01/10/2020
'I'(iﬁ.'ICTKH, NMOKpPLITHIC
obosoqkoii 300 mr
3 Registration Certificate 4 | strength/potency of the 500 mg
No medicinal product,
Homep T UANI0181/01/02 Cuna pedicraun / aktuanocts, | S00 M-
PGTUCTPALMOHHOED
YAOCTORapeHns
5 Dosage Form film coated tablets 6 | Pack Size Ne 12 (6x2}
in strips in
carton box |
JleKapcTBeHHan ralierky, noxpsrruie ooa0ykoli Paamep v TUMN YNaKkosku. Ne 12 {6x2}
dopma. B CTpHNAax 8
KAPTOHHOR
ynakosxe |
7 Packing Batch No 8 | Date of Manufacturing
Homep ynakosaxman ETK2004A Jara npousecAcTea 0872020
cepun
Packed Batch Size 876480 tablets (73040 packs) % | Date of Expiry
Pa3nep ynakosaxHan 876480 Tadnerox (73040 ynakouok) [lara QKOHYAHWA CPOKa (0772022
CRPHA. rOAHOCTH
10 Name, address and license numbers of Mfg unit Macleods Pharmaceulticals Limited Plot
No. 25-27, Survey No, 366, Premier Industrial
Estate Kachigam, Daman - 396210 (Phase 1D,
India, No DD/375, Ne DD/376.
HanmMeHOBaHWE, MECTOHAXOMARHYE U HOMEPA NMLEHIWIA BCEX YUACTKOB NO Mawneosie Papmacsioturuie Jiumutea, flnor Ne
NPCH3DOACTBY ¥ KOHTPOAIO KavecTsa 25-27, Ciopoelt Me366, Ipembep HMumactpuan
Heretlr, Kauuram, Jamer — 396210 (Dasa ID).
Mupun  [lponas, suuensan  Ne DDATS, M
DD/376
11 | GMP Certificates No / Date 131/2020/C-344 Valid till 31,12.2020
CeprvdnKatsl coOoTBRTCTEMR GMP £/1A BCEX Y43CTKOB N0 NPOU3BOACTBY H 131/2020/C-344 Cpok acficrena 31.12.2020
KOHTPO/IO KEHECTBA WK (MPY HANMUKK) HOMEPD CCbInoK 8 Gase faHHbIX
_ Eudra GMP ]
1 Result of Analysis/ PeaynbTaTei NpPoOBeAEKWH aHa M3a.
Sr. Tests Specifications Results
No. Noxasatenw Cneuyudmrkaymn Pesynbrarol
Na
n/n :
1 Deseription White to off white, circular shaped, | White, circular shaped, biconvex, filin coated |
biconvex, film coaled tablets having break | tablets having break line on one side and plain |
line on one side and plain surface on other | surface on other side. bl
side.
1 Quueanue Kpyrnnie, A50RKOBLINYKABIC TaOASTKY, Kpyraue, TaBRETKH,
: HoRpHiTHie 0GoacuKoH, Gelore Wil novTH (IOKPLIT RIS, ¢ nHHeH
Genoro useta © nHIKEl PasnoMa Ha oanoil | pasdon ;.g'}ﬁ ZNwdkHe ¢
CTOPOHC M THAKHE ¢ APYTOH CTOROHEI, npyroifc X %
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2 Identitication A. Tranexamic acld
The infrared absorption spectrumn of the | Complies
sample oblained should be concovdant with
the reference spectrum of Tranexamic acid,
B. Colour Reaction
A dark bluish violet colour should produce. | Complies
Melting point of the residue (°C) 186 186,9 °C
C. Titanium dioxide
The formation of the yellow color by adding | Complics
(30%)(wiw) hydrogen peroxide solution
Haenrstduraunn A, Tpanekcamonan wicnoTa,
HK-criertp uensiryesoro ofpasua gomsxen | Coornerersyer
COOTBCTCTRORATL CreKTRy CHHTH()CJPJNH(J;?O
aﬁpa?zm IPRERCAMOGO it KuCHONIbE,
Iosunenue  remiioro  cusie-wonerosoro | CooTnererayer
OKPAIHBAIINS,
Temneparypa nnasicHus — oxone 186 °C. 186,9 °C.
L. Turans msosenn,
Opaaopanme wentore oxpawmsanns upy | CooTercrayer
nobassienwn  30%  (MM)  pacreopa
UEPOKCHAR BOAOPOM 1
3 Uniformity of dosage | Acceptance value (AV) < 15,0 2,40
units et
Qnuzeporiocts Npsestounoe wucno (AV) < 15,0 2,40
ROZHPOBAHEKIX
CAHNIE
4 Related substances Lmpurity A - not imore than 1,0 % 0,08 %
lpurity B - not inore than 0,50 % 0,073 %
Impurity C - not more than 0,10 % Below Limit of Quantitation
Impurity £ - not more than 0,10 % Below Limit of Quantitation
Any other impurity - not more than 0,1 % 0,04 % ]
Conyversywune lipustecn A — ue Gonee 1,0% 0,08 %
HPEMCCH lprviecn B - ke Gonee 0,50% 0,073 %
[Tpumgen C - ne Gosee 0,10% Hiswe nipesnena onpeaenennn
Hpuseen D - ne Gonee 0,10% Huesce npenena onpeacierun
JhoGoit apyroil sumnaywmsnoii npumecn — | 0,04 %
he Gosge 0,1 % S
s Loss on drying Not more than 3,0 % wiw 1,40%
Noveps 8 macee npu | He Gonee 3,0 % (m/n) 1,40 %
BLICYINBAHKY
3 Dissolution Not less than 75 % (Q) in 45 minute 1y @12 3ylo2
(4)102 (5)101 (6) 101
Pacrpopenne He Mence 75 % (Q) 3a 45 mun (1102 )12 (3)102
. (B 102 (3101 (6) 101 L
7 | Residuai solvents Isopropyl alcohol - not inere than 650 ppm 165 ppm
Dichloromethane - not more than 80 ppm Below Limit of Quantitation
Qerarounie Coupr wsonponinosnil — ne Gosee 165 ppm
ROJTHN CCTRY 650 ppm
OPTANRYCCKI Jnxnopseran - we Gonge 80 ppm Humwe npegena onpeaenenns
| PACTBODITEN ]
‘ 8 Assay From 473,0 to 525,0 my/ tablei (95,0 -105,0 | 490,69 mg
! - £ the deciared amoun) 98,1 %
! Koanueersemione 75,0 0 525,0 mr feabaerry (95,0-105,0 | 490,60 mr
! oupefeCHEe Yo OT 3aBACHIONG KON ICCTH), 98,1 % 3
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9 Microbiological purity | The total number of aerobic Less than 10 CFU/ g
microorganisms {TAMC): <10 CFU/ g
Total number of yeasts and molds Less than 10 CFU/ g :
(TYMC): <10 CFU/ g i
Escherichia cofi - abgent in 1 g, Absent
¢
Mukpotnosornuecis | OGmee uucno  apobubX He Gosnee 10 KOE/
1 HICTOTH MiKkpoopranuamon (TAMC): < 10°* KQE/ ¢
Ofiee “HCIO BPONKIKCHBIN M [IECHERBIX
rpubon (TYMC) : < 102 KOE/ ¢ He Bosice 10 KOE/
Escherichia cali : orcyrerayers | r.
Oreyrerayer
13 Comments (if any) -

KommeHTapuu (npu - I
|| HamwmMun). ) )
14 | Appiication for "I hereby certify that the.above information is true and accurate. This series of products have been
Certification preduced (including packeging / labeling) and conducted quality control on the above mentioned
statiens in fuli compilance with tha requirements of GMP, set by the local regulatory authority, and in
accordance with the specifications contained in the registration dossier or trade license of the country
of the manufacturer or importing zountry if the products imported or file specifications in preparation

for the investigational product, Minutes of production, packagi ing and testing were reviewed and the
correspondence GMP».

3aABnenne o «3TUM A NOATBERHAAIO, HTO APUBLAEHHAA BLILE MHOOPMALWMA REAASTCA AROCTOBLPHON M TOMHOM. 31y
cepTUdHKA LMK, cepHic NpoayKuMK 66ino NPOM3BEAEHO (BKAKNAN YNAKOBKY / MapKUPOBKA) U NPOBEACH HOHTPOAL Ce
KIueCyBa Ha Ohiwe YyKazanWHom yvacTKe 8 1OoAHOM COOTBETCTBMM C  TpeBoBamuamu  GMP,
YCTAHOBAEHHWIM MECTHBIM PErYAATOPHLIM OPTraHOM, 3 YAKMe B COOTRETCTRMM CO CREUMOUKaUMAMY,
COAEPHAWMMHCA B PeTUCTRAUMCHHOM AOCHE MAW TOPTOBOR /IMUEH3KK CTPaHLI-NPOW3BOAHTENA HMAK
CTPaHLI-UMNOPTERA, €L/ HPOAYKUMA MMNOPTHPOBAKA, WK B A0Cke CneuMduKaUni Ha apenapar aas |
. MCCAEAYEMOTD NEHapCTBEHHOro C(eACYBa. TIpOTONGALE NPOU3BOACTER, YNAKOBKK W aHanu3os buiao |

| NepecmMOTPEHO W YCTaHoBACHO B cooTeeTcTane GMP ».
35 Name and position / tntle of the person issuing the permit issue series / PamMuHA 1 LONMHOCTE / 3BaHMe BblAABUIErO i
Pa3peWeHnE 13 BoiNYCK Cepuu.

Prepared by Checked by Approved by
Kamal Patel Mehul Tandel Bala Vidya Sagar
Executlve - QC Executlve - QC Officer - QA

16 Signature of the person issuing the permit issue serles./ Nognvcs AMUE, BbrAABLIErD Pa3peUiesrie Ha BBINYCK CepUu,

_1? Da[c 0" Sig“ing; ilﬂ'ram“ S e e« st o o Ty 5 s S T B
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHM3A

Name of Product

Trenaxa 500 AR No: FPT-0980/20 | 2 | Manufacturer Country Indla
Tranexamic Acid [ilm
coated tablets 500 mg L
HawumerosaHue Tpeuarca 500 Date: 01/10/2020 locyAapeTBo-nponIBoauTens | Mnaus
NPOAYKLMH, Tpanckcamonan kienora, Hara: 01/10/2020
'I'(iﬁ.'ICTKH, NMOKpPLITHIC
obosoqkoii 300 mr
3 Registration Certificate 4 | strength/potency of the 500 mg
No medicinal product,
Homep T UANI0181/01/02 Cuna pedicraun / aktuanocts, | S00 M-
PGTUCTPALMOHHOED
YAOCTORapeHns
5 Dosage Form film coated tablets 6 | Pack Size Ne 12 (6x2}
in strips in
carton box |
JleKapcTBeHHan ralierky, noxpsrruie ooa0ykoli Paamep v TUMN YNaKkosku. Ne 12 {6x2}
dopma. B CTpHNAax 8
KAPTOHHOR
ynakosxe |
7 Packing Batch No 8 | Date of Manufacturing
Homep ynakosaxman ETK2004A Jara npousecAcTea 0872020
cepun
Packed Batch Size 876480 tablets (73040 packs) % | Date of Expiry
Pa3nep ynakosaxHan 876480 Tadnerox (73040 ynakouok) [lara QKOHYAHWA CPOKa (0772022
CRPHA. rOAHOCTH
10 Name, address and license numbers of Mfg unit Macleods Pharmaceulticals Limited Plot
No. 25-27, Survey No, 366, Premier Industrial
Estate Kachigam, Daman - 396210 (Phase 1D,
India, No DD/375, Ne DD/376.
HanmMeHOBaHWE, MECTOHAXOMARHYE U HOMEPA NMLEHIWIA BCEX YUACTKOB NO Mawneosie Papmacsioturuie Jiumutea, flnor Ne
NPCH3DOACTBY ¥ KOHTPOAIO KavecTsa 25-27, Ciopoelt Me366, Ipembep HMumactpuan
Heretlr, Kauuram, Jamer — 396210 (Dasa ID).
Mupun  [lponas, suuensan  Ne DDATS, M
DD/376
11 | GMP Certificates No / Date 131/2020/C-344 Valid till 31,12.2020
CeprvdnKatsl coOoTBRTCTEMR GMP £/1A BCEX Y43CTKOB N0 NPOU3BOACTBY H 131/2020/C-344 Cpok acficrena 31.12.2020
KOHTPO/IO KEHECTBA WK (MPY HANMUKK) HOMEPD CCbInoK 8 Gase faHHbIX
_ Eudra GMP ]
1 Result of Analysis/ PeaynbTaTei NpPoOBeAEKWH aHa M3a.
Sr. Tests Specifications Results
No. Noxasatenw Cneuyudmrkaymn Pesynbrarol
Na
n/n :
1 Deseription White to off white, circular shaped, | White, circular shaped, biconvex, filin coated |
biconvex, film coaled tablets having break | tablets having break line on one side and plain |
line on one side and plain surface on other | surface on other side. bl
side.
1 Quueanue Kpyrnnie, A50RKOBLINYKABIC TaOASTKY, Kpyraue, TaBRETKH,
: HoRpHiTHie 0GoacuKoH, Gelore Wil novTH (IOKPLIT RIS, ¢ nHHeH
Genoro useta © nHIKEl PasnoMa Ha oanoil | pasdon ;.g'}ﬁ ZNwdkHe ¢
CTOPOHC M THAKHE ¢ APYTOH CTOROHEI, npyroifc X %
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2 Identitication A. Tranexamic acld
The infrared absorption spectrumn of the | Complies
sample oblained should be concovdant with
the reference spectrum of Tranexamic acid,
B. Colour Reaction
A dark bluish violet colour should produce. | Complies
Melting point of the residue (°C) 186 186,9 °C
C. Titanium dioxide
The formation of the yellow color by adding | Complics
(30%)(wiw) hydrogen peroxide solution
Haenrstduraunn A, Tpanekcamonan wicnoTa,
HK-criertp uensiryesoro ofpasua gomsxen | Coornerersyer
COOTBCTCTRORATL CreKTRy CHHTH()CJPJNH(J;?O
aﬁpa?zm IPRERCAMOGO it KuCHONIbE,
Iosunenue  remiioro  cusie-wonerosoro | CooTnererayer
OKPAIHBAIINS,
Temneparypa nnasicHus — oxone 186 °C. 186,9 °C.
L. Turans msosenn,
Opaaopanme wentore oxpawmsanns upy | CooTercrayer
nobassienwn  30%  (MM)  pacreopa
UEPOKCHAR BOAOPOM 1
3 Uniformity of dosage | Acceptance value (AV) < 15,0 2,40
units et
Qnuzeporiocts Npsestounoe wucno (AV) < 15,0 2,40
ROZHPOBAHEKIX
CAHNIE
4 Related substances Lmpurity A - not imore than 1,0 % 0,08 %
lpurity B - not inore than 0,50 % 0,073 %
Impurity C - not more than 0,10 % Below Limit of Quantitation
Impurity £ - not more than 0,10 % Below Limit of Quantitation
Any other impurity - not more than 0,1 % 0,04 % ]
Conyversywune lipustecn A — ue Gonee 1,0% 0,08 %
HPEMCCH lprviecn B - ke Gonee 0,50% 0,073 %
[Tpumgen C - ne Gosee 0,10% Hiswe nipesnena onpeaenennn
Hpuseen D - ne Gonee 0,10% Huesce npenena onpeacierun
JhoGoit apyroil sumnaywmsnoii npumecn — | 0,04 %
he Gosge 0,1 % S
s Loss on drying Not more than 3,0 % wiw 1,40%
Noveps 8 macee npu | He Gonee 3,0 % (m/n) 1,40 %
BLICYINBAHKY
3 Dissolution Not less than 75 % (Q) in 45 minute 1y @12 3ylo2
(4)102 (5)101 (6) 101
Pacrpopenne He Mence 75 % (Q) 3a 45 mun (1102 )12 (3)102
. (B 102 (3101 (6) 101 L
7 | Residuai solvents Isopropyl alcohol - not inere than 650 ppm 165 ppm
Dichloromethane - not more than 80 ppm Below Limit of Quantitation
Qerarounie Coupr wsonponinosnil — ne Gosee 165 ppm
ROJTHN CCTRY 650 ppm
OPTANRYCCKI Jnxnopseran - we Gonge 80 ppm Humwe npegena onpeaenenns
| PACTBODITEN ]
‘ 8 Assay From 473,0 to 525,0 my/ tablei (95,0 -105,0 | 490,69 mg
! - £ the deciared amoun) 98,1 %
! Koanueersemione 75,0 0 525,0 mr feabaerry (95,0-105,0 | 490,60 mr
! oupefeCHEe Yo OT 3aBACHIONG KON ICCTH), 98,1 % 3
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| Atlanta Arcade, Church Road, fax @ 91-99-99925 6599 Premier Indlustial Estate
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9 Microbiological purity | The total number of aerobic Less than 10 CFU/ g
microorganisms {TAMC): <10 CFU/ g
Total number of yeasts and molds Less than 10 CFU/ g :
(TYMC): <10 CFU/ g i
Escherichia cofi - abgent in 1 g, Absent
¢
Mukpotnosornuecis | OGmee uucno  apobubX He Gosnee 10 KOE/
1 HICTOTH MiKkpoopranuamon (TAMC): < 10°* KQE/ ¢
Ofiee “HCIO BPONKIKCHBIN M [IECHERBIX
rpubon (TYMC) : < 102 KOE/ ¢ He Bosice 10 KOE/
Escherichia cali : orcyrerayers | r.
Oreyrerayer
13 Comments (if any) -

KommeHTapuu (npu - I
|| HamwmMun). ) )
14 | Appiication for "I hereby certify that the.above information is true and accurate. This series of products have been
Certification preduced (including packeging / labeling) and conducted quality control on the above mentioned
statiens in fuli compilance with tha requirements of GMP, set by the local regulatory authority, and in
accordance with the specifications contained in the registration dossier or trade license of the country
of the manufacturer or importing zountry if the products imported or file specifications in preparation

for the investigational product, Minutes of production, packagi ing and testing were reviewed and the
correspondence GMP».

3aABnenne o «3TUM A NOATBERHAAIO, HTO APUBLAEHHAA BLILE MHOOPMALWMA REAASTCA AROCTOBLPHON M TOMHOM. 31y
cepTUdHKA LMK, cepHic NpoayKuMK 66ino NPOM3BEAEHO (BKAKNAN YNAKOBKY / MapKUPOBKA) U NPOBEACH HOHTPOAL Ce
KIueCyBa Ha Ohiwe YyKazanWHom yvacTKe 8 1OoAHOM COOTBETCTBMM C  TpeBoBamuamu  GMP,
YCTAHOBAEHHWIM MECTHBIM PErYAATOPHLIM OPTraHOM, 3 YAKMe B COOTRETCTRMM CO CREUMOUKaUMAMY,
COAEPHAWMMHCA B PeTUCTRAUMCHHOM AOCHE MAW TOPTOBOR /IMUEH3KK CTPaHLI-NPOW3BOAHTENA HMAK
CTPaHLI-UMNOPTERA, €L/ HPOAYKUMA MMNOPTHPOBAKA, WK B A0Cke CneuMduKaUni Ha apenapar aas |
. MCCAEAYEMOTD NEHapCTBEHHOro C(eACYBa. TIpOTONGALE NPOU3BOACTER, YNAKOBKK W aHanu3os buiao |

| NepecmMOTPEHO W YCTaHoBACHO B cooTeeTcTane GMP ».
35 Name and position / tntle of the person issuing the permit issue series / PamMuHA 1 LONMHOCTE / 3BaHMe BblAABUIErO i
Pa3peWeHnE 13 BoiNYCK Cepuu.

Prepared by Checked by Approved by
Kamal Patel Mehul Tandel Bala Vidya Sagar
Executlve - QC Executlve - QC Officer - QA

16 Signature of the person issuing the permit issue serles./ Nognvcs AMUE, BbrAABLIErD Pa3peUiesrie Ha BBINYCK CepUu,

_1? Da[c 0" Sig“ing; ilﬂ'ram“ S e e« st o o Ty 5 s S T B
NOANHCAHMA, I & S/ ! o [
i
L R
MACLEODS Regd. Office : Phone : 91-99- 6676 2800 Works : PG 93-28, 30, 19, 21
Allanta Arcade, Church Road, fax.  : ©1-929-9995 6599 Premier Indlustrial Estate,

PHARMACEUTICALS  Near Leela Hotel, Anheri-Kurla Road,  Emal : customercare@imacieodsphamma.com  achigarm, Doman- 396910, (UT)
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