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- TOPPEHT ®APMA
MouToBblit agpec: Ten: (495) 258 59 90 HOpuandeckuin agpec:
Poceus, 117418 Mockea, daxe: (495) 258 59 89 Poceus, 117418 r. Mockea,
yn. HoeouepemyLukuHekast, 4.61 torrent@torrentpharma.ru yn. HoBouepemyLukuHckan, 0.61

cale30_BNTS8L005_27.01.2025 POC3JIPABHAZ30P
NOATBEPKAEHHUE

Hacrosmuwm s, Amut Moxan, ssasromuiics Jupexropom penapramenta 3A0 « TOPPEHT
DOAPMA», Ha ocnosanuu [osepennoctu ot 22.12.2023 r. moATBEp:KAal0 COOTBETCTBHE BBO3ZUMOI0O

JIEKapCTBEHHOI0  Iperapara Tpe6{)BaHHHM, YCTAHOBJIICHHBEIM IIpH €TI0 I‘OC}’,IIapCTBCHHOﬁ

perucTpanmu.
1. | ToproBoe HauMeHOBaHHE Kansuurapa® Perapn
2. | MexaynapoaHoe HenateHTOBAHHOE
HaHMEHOBaHHE Hikpan
3. | JlekapcTBeHHas 'Ebopr»ia TabJIeTKH C [IPOJIOHTMPOBAHHEIM BBICBOOOKICHHEM
HOKPHITEIE TUIEHOYHOM 00010uKOH
4. | Jo3uposka 20 mr
®opma BeITyCKa TabIeTKH C IPOJIOHTHPOBAHHEIM BRICBOOOKIEHHEM
MIOKPBITHIE TIEHOYHOH 06010uKoi, 20 M |
(6nuctep) 10 x 3 (mauka kapToHHadA)
6. | Homep cepun (naprun) BNTSL005
7. | Obnem cepun (mapTuu) 77372 yn.
8. | Hara Beimycka 07.08.2024
9. | logen xo (BKi.) 07.2027

10. | Haumenosanue u aznpec npoussoaurens | Toppent @apmackiotuxanc Jita., Hnaus / Torrent
(c yxazanueM cTaanii IpOH3BOACTBA) Pharmaceuticals Ltd., India

Indrad - 382721, Dist.Mehsana, India

_ (Bce cTazuu NPOU3BOICTBA)

11. | Homep 1 jaTa perucTpauHoHHOrO II N 014793/01 or 25.11.2008

yAOCTOBEPEHHS (mata 3amensr 28.04.2020)

ITN 014793/01-251108 u3m.Ne 1-

12. | Homep HOpMaTUBHOI J0KYMEHTAIHH

13. | HaumenoBanue 1 aapec aepxaress
PErHCTPALIMOHHOIO YAOCTOBEPEHHA

JMupexTop aenapramenta




Torrent Pharmaceuticals Ltd.
Toppent ®apmacsorakaic Jra.
indrad-382721, Dist. Mehsana, India
Wruapap-382721, uct. MexcaHa, MHauA,
Toppent Xaye Odd Awpam Poya,
Axmenaban-380 009, UHaus

Torrrent House

Off Ashram Road,
Ahmedabad-380 009
india

Ten.: {079) 2653 9000
danc: (079) 2658 2100

Nabopatopua no KoMTponio Kayecrsa / Quality Control Laboratory
Certificate of Analysis / CEPTUDUKAT AHAJTU3A
Finished product / lekapcrseuusiit npenapar

TPL

—torrent
PR MR

Page/Crp. 1 u3/of 4

KOPMUYHEBOTO UBETA, NOKPLITBIE NAEHOYHOK

Haumenosanwne npenapara: KA/IbLMIAPA® PETAP/ (3x10 1a6) P& | Cneuyndurariua No: 110097

Name of Product : CALCIGARD® RETARD (3x10 TAB) RU Specifiaction No.

Ng marepuana / Material No.: 5509977 Bepcuna Ne / Version No: 9

Tenepuueckoe vaumenoBakue: HUOEAUNWUH, TABNETKMU C Ne npouss. nuuens. / Mfg Lic.No. G/25/926

NPONOHIMPOBAHHBIM BbICBOBOMAEHUEM N2 MHENEKUMOHHOrS NoTa

Cocras: Kawaan tabnerka, NnoKpbiTaa naeHoMHON 080/104K0H, inspection Lot No, 890000081761

COAROHUT: HUPLAUMUH USP .covvererrssssssnssessssssanssmssensons 20 mr. Pa3amep cepuu/Batch size: 2400000.000

Tas/Tab

Generic Name: Prolonged Release Tablets of Nifedipine [lata nonyyeHus: 02.09.2024

Compaosition: Each film coated tablet contains: Receipt Date:

Nifediping US.P, ... e ss 2l THE fara npoaasoplcm/Mfg,Date: 08.2024
Cpok rogHocTu/Exp.Date: 07.2027

Cepna Ne¢ / Batch No.: BNTBLOOS O6bem npobbi/Samie quantity 360.00 Tab/Tab

Npowisogwrens: TOPPEHT DAPMACHIOTUKANC Jira. Ne npotokona: 890000081761

Manufactured by: TORRENT PHARMACEUTICALS Ltd. Analytical Report No.:

Axanus no/Analysed as per:: RLT/519 [ara otyera / Date of Report: 04.09.2024

HCIILITAHHA / TESTS I HOPMA / LIMITS PE3YJILTATHI/ RESULTS
Kpyrabie  ABOAKOBLINYKAbie Tabnetki | Kpyribie ABORKOBLINYKAbIR TabneTiu

KOPMUHEBOrD UBETR, NOKPbIThIE MBHOYHOK

Onucarue 0BON0YKOM, C HaCeUKOR Ha oaHoR cropone. | oboaoukol, ¢ Haceukoit Ha ogHOl cTopoe.
Description Brown coloured, round, biconvex, film coated | Brown coloured, round, biconvex, film coated
tablets with bisecting line on one side, tablets with bisecting line on one side.
Cpearas macca/Average weight 90.0+ 4.5 mr/ mg 90,1 mr/90.1 mg
OpHOPOAHOCTL MACChi 18/20 1abn. - ve 6onee + 7,5 %
2/20 1abn. - ve Gonee + 15.0 % 28% a0 42,0%
Uniformity of weight 18/20 tablets: not more than +7.5%
2/20 tablets: not more than + 15.0 % 28 %1t0+2.0%
NopruHrocTs (BIHX) Mpu nposegenvm Tecta sKonwdectsenxoe | NpW npoBegennn TeCTa <KOAMMECTBEHHOE
onpeaeneHues  BpemMa yaepmueaHua | onpegenexvies BpemMa YA PMHBAHKA
OCHOBHOTO NWK3 Ha  XpOMATOrpamme | OCHOBHOTD NHKA Ha  XpOMarorpamme
HCNBITYEMO D pacracpa AONMHO | ACMILITY&MOID pacrsopa COOTBETCTRYRT
COOTRETCTBOBATE BDEMEHM  YOSIHMBAHWA | BDEMEHM YOBDKMBAHWA NWKa HMbeAUNMHA Ha

identification {by HPLC)

NAKd  HAQesAIaHa  ha
CTaHOAPTHOIO PacTBOpa

The retention time of the major peak in the
chromatogram of the Assay preparation
corresponds to that of Nifedipine peak in the

b b mms o ok Chm il n gl v bl
CAAE A E I warh? St th B e Yo - ity

AGCMBTOTRAMME

ACOMGTLILEaMME CTaHL3PTHOIS pacTacoa

The retention time of the major peak in the
chromatogram of the Assay preparation
corresponds to that of Nifedipine peak in the

15ynmwagmm ~f Crandard nranaratinn
T aar 2 T ot ST CAN] MRS RTNG

Pacnapaemocts / Disintegration

He Bonee 30 mun. / NMT 30 min.

20 mun/min 04 cex/sec

Transiated/ Nepesegetio:

Reviewed by / MNposepun:

Approved by / Yreepawn:

i Name/Wms: BARANOVA SVETLANA /

Name/Mma: YOGENDRA GIRASE/ AOTEHIPA

Name/vima; JAYNISH VYAS/ [MARHWLL BbAC

BAPAHOBA CBETNIAHA MMPACE i
Signature/nognmcs |_Signature/noanuce Signature/noanuce }""
Date/fara: 25.09.2024 Date/flara: 04.09.2024 Date/fiara: 04.09.2024




Torrent Pharmaceuticals Ltd.
Toppest ®apmacsomaraie Jr
indrad-382721, Dist. Mehsana, india
Wrapag-382721, Qucr. Mexcasa, Mkgua,
Toppewr Xayc Odd Awpam Poya,
Axmegaban-380 009, Unaun

Terrrent House

Off Ashram Road,
Ahmedabad-380 009
India

Ten.: {079) 2653 9000
®are: (079) 2658 2100

Na6opatopmua no kouTponio kayecrsa / Quality Control Laboratory
Certificate of Analysis / CEPTUGMUKAT AHANU3A
Finished product / Nexkapcraenusiii npenapar

TPL

“torrent
PHARTA
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Haumenosanue npenapara: KANIbUMIAPA® PETAPA, (3x10 1a6) PO | Cneuudurauns Ne:

Name of Product : CALCIGARD® RETARD (3x10 TAB)RU | Specifiaction No. s

Ne¢ matepmana / Material No.: 5509977 Bepcua Ne / Version No: 9

leHepuuecxoe HaumenosaHne: HUOELQUMNMUH, TABNETKHU C Ne npouas. aMuens. / Mfg.Lic.No. G/25/926

NPO/IOHTMPOBAHHBLIM BbICBOBOMAEHWEM N2 UHCMEKUMOHHOro noTa

Cocrae: Kampan rabnetra, NoKpoiTan NAGHOSHON 06GAG4KOH, inspection Lot No. 890000081761

COAEPRUT: HUPEAMNUH USP .. icrnneninncsisenrassisenernses 20 M. Paamep cepuu/Batch size: 2400000.000

Tas/Tab

Generic Name: Prolonged Release Tablets of Nifedipine Oara noayyeHns: 02.09.2024

Composition: Each film coated tablet contains: Receipt Date:

Nifedipine US.P. coovmiisuuuniimmimmmmrnsd0 ME Oara npouaac,u.ma/Mfg.Date: 08.2024
Cpok rogrocTi/Exp.Date: 07.2027

Cepun Ne / Batch No.: BNTBL0OOS O6wem npobui/Samle quantity 360,00 tab/Tab

Npownssoaurenn: TOPPEHT QAPMACLIOTUKANC N1a. N2 nporokona: 890000081761

Manufactured by: TORRENT PHARMACEUTICALS Ltd. Analytical Report No.:

Axanua no/Analysed as per:: RLT/519 fara orvera / Date of Report: 04.09.2024

HCTILITAHHS / TESTS J_ PE3V.JIbTATRI / RESULTS

HOPMA / LIMITS

PacTsopenue
1. l-acragun (KMChoTHAR) vepea 2y,

2. 2-acrages (GydepHan) vepes 6 4.

3. bBydepras cragus yepes 24 4.

Dissolution
1) Acid stage - After 2 hours

2) Buffer stage - After € hours

3) Buffer stage - After 24hours

0r30.0% ap 50.0% O f0/vKeH COOTRETCTBOBATE
KpvTepusm 06uwiei rnaswt <711> Gapmakonen
Clia

07155 % po 80 % OH goaker
COQTBETCTBOBATE KPHTEpUAM obULeH rhash)
<711> dapmaronen CLUA

He maxee 75 % OH AO/KeH COOTRETCTBOBATL
KpuTepuam ofiilel rnaew <711> Gapmaxkonew
CLUA

Between 30.0 % and 50.0 % ft must conform to
USP general chapter <711>criteria.

Between 55 % and 80 % it must conform to USP
general chapter <711> criteria.

Not less than 75 % i must conform to USP
general cnapier <711»crigda.

MuH 41,2 %, Makc 42,9 %, Cp 41,9 %

Muw 73 %, Make 74 %, Cp 73 %

Mu+ 83 %, Manc 85 %, Cp B4 %

Min 41.2 %, Max 42.9%, Mean 41.5 %
Min 73 %, Max 74 %, Mean 73 %

Min 83 %, Max 85 %, Mean 84 %

MocTopoxMue npumecn

A} HuTpodeHnanupuaus aHanor
Hubeaununa (Avanor A)

B} HUTDO3OPEHUNNKDHAMH aHANOT
Hudeaununa (Ananor B} |

He Bonee 2.0 %

rie boaee U.sU %

He obuapyxey

TS HPCLCHE ViphasuiGnne

| A——

Translated/ Nepeseaewo:

Reviewed by / Nposepun:

’ Approved by / Yraepaun:

Name/vmna: BARANOVA SVETLANA /

Name/itma: YOGENDRA GIRASE/ HOTEHAPA
THPACE

Name/vmn: JAYNISH VYAS/ JUKAMHULL BLAC

| Signature/noanucs V

| Date/fara: 04.05.2024

HOBA CBET/IAHA
o Signature/noanuck
5,09 W Date/fara: 04.09.2024
PO /




Torrent Pharmaceuticals Ltd. Torrrent House T PL

Toppent ®apmaceiotukaie JTra. Off Ashram Road,

indrad-382721, Dist. Mehsana, India Ahmedabad-380 008

Unapan-382721, fmncr. Mexcana, Unaus, ndia

Toppent Xayc Odd Awpam Poya, Ten.: (079) 2659 9000

Axmepnabaz-380 009, Urans daKc: (079) 2658 2100 “torrent”
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Page/Crp. 3 n3/of 4
Nabopatopws no KowTponio kavecrsa / Quality Control Laboratory
Certificate of Analysis / CEFTUOUKAT AHANU3A
Finished product / Nexapersennsiii npenapar

HanwmexoBarwe npenapara: KANIbUKIAPA® PETAPA {3x10 Ta6) P® | Cneundmrauma No:

Name of Product : CALCIGARD® RETARD {3x10 TAB) RU Specifiaction No. LI

Ne martepuana / Material No.: 5509977 Bepcun Ne / Version No: 9

FeHepuyeckoe HaumeHoBanue: HUOEAWUMUH, TABNETKM C Ne npouss. auuens. / Mig.Lic.No. G/25/926

NPOSIOHITHPOBAHHbBIM BbICBOBOMOEHUEM N2 WHCNEKLMOHHOro noTa

Cocrae: Kamaan 1abnerka, NoKpoiTas nneHoYHoH 0601G4KOH, Inspection Lot No. s

COABPHMUT: HUPBANUMMH USP ....ovcr v srssecsnssmnsnas s 20 mr. Pasmep cepuw/Batch size: 2400000.000

Tas/Ta6

Generic Name: Prolonged Release Tablets of Nifedipine Lara noayueHua:

Composition: Each film coated tablet contains: Receipt Date: 02.09.2024

BRBRAIDIVE LESP, ciisiviois isnsisisimmisioiisstomisisiasiod 20 mg Lara npouagmﬂaa/Mf&Date: 08.2024
Cpox roanoctu/Exp.Date: 07.2027

Cepun Ne / Batch No.: BNTSLOO5 O6vem npobsi/Samle quantity 360.00 ra6/Tab

Npoussogurens: TOPPEHT ®APMACLIOTUKANC Nta. Ne npotoxona: 890000081761

Manufactured by: TORRENT PHARMACEUTICALS Ltd. Analytical Report No.:

Ananus no/Analysed as per:; RLT/519 [lata otdera / Date of Report: 04.09.2024

HCIILITAHHUA / TESTS HOPMA / LIMITS PE3VILTATEI/ RESULTS

Related substances

A) Nifedipine Nitrophenylpyridine Analogue Not more than 2.0 % Not detected

B) Nifedipine Nitrosophenylpyridine

Analogue Not more than 0.50 % Below Limit of quantification

OCTaTouHbie OpraHuyeckue

pacreopuTenu/Residual Soivents He Bonee/Not more than 3000 ppm 871 ppm

a) Meranon / Methanol He Bonee/Not more than 600 ppm 32 ppm

bl Memurerxnopna/Methylenechloride He Bonee/Not mare than 5000 ppm 27 ppm

¢} Auerou [ Acetone

Koauwecrsennoe onpeseaense (BIXX)

Assay (by HPLC) OT30% a0 1100% 99,9%

Kamzan Tafnrerxa noxparax srehormoft

060104uK0H cotepxut: Hudeaumn USP 20

MT. NLT 90.0% and NMT 110.0 % of label amount 59.9%

Each film coated tablet contains: Nifedipine

US.P. 20 mg

Translated/ Nepesegewo: | Reviewed by / Nposepw: ? Approved by / Yreepawn: !

¢ Mame/Mma: BARANOVA SVETLANA / | Name/vmn: YOGENORA GIRASE/ MOTEHAPA | Name/Mma: JAYNISH VYAS/ IMARHMLL BbAC

SAPAHOBA CBET/IAHA TUPACE -
Signature/noanmce / Signature/noannce
| Date/flava: 25.09.2024 Date//lava: 04.09.2024 .

L4




Torrent Pharmaceuticals Lid,
Toppent ®apmacriotakaic Jra.
Indrad-332721, Dist. Mehsana, India
WHnpan-382721, finct. Mexcana, MHadA,

Toppent Xayc Odd Awpam Poya,
Axmenabag-380 009, UHaMR

Torrrent House

Off Ashram Road,
Ahmedabad-380 009
india

Ten.: {079) 2655 3000
®akc: (079) 2658 2100

Naboparopua no koutponio Kauecrea / Quality Control Laboratory

TPL

“orrent
P e e
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Certificate of Analysis / CEPTHOUKAT AHANTU3A
Finished product / Nexkapcreexusii npenapar
Haumenosanue npenapara: KANIbLIWTAPA® PETAPA (3x10 1a6) PO | Cneundurauma Ne: 110087
Name of Product : CALCIGARD® RETARD (3x10 TAB) RU Specifiaction No.
N2 matepuana / Material No.: 5509977 Bepcuna Ne / Version No: 9
Fenepuyeckoe HanmeHoBauue: HUOEQUNKH, TABNETHM C Ne npouas. amuens. / Mfg.Lic.No. G/25/926
NPONOHIMMPOBAHHbLIM BbICBOBOMAOEHMEM N2 HHCNEKUMOHHOro NoTa 761
Cocras: Kamaan Tabnetra, NOKPLITAA NNEHOYHOR 000N0NKOW, Inspection Lot No, . 81
cofepwmnT: HUPeannut USP ... ccieesnnnaianernes 20 M, Paamep cepuu/Batch size: 2400000.000
Tas/Tab
Generic Name: Prolonged Release Tablets of Nifedipine Aata noAyYeHua: 02.09.2024
Composition: Each film coated tablet contains: Receipt Date: ki
Nifedipine U.SP. ... cesseevcsne e 20 MG flata npouzsoacrea/Mfg Date: 08.2024
Cpok rogHocTn/Exp.Date: 07.2027
Cepwn Ne / Batch No.: BNTSLOOS O6vem npobui/Samle quantity 360.00 rab/Tab
Npownssoanrens: TOPPEHT GAPMACLIOTUKANC Nra, N2 npoTokona: 890000081761
Manufactured by: TORRENT PHARMACEUTICALS Ltd. Analytical Report No.:
Ananua nofAnalysed as per:: RLT/519 [ara otuera / Date of Report: 04.09.2024
HCIOBITAHHA / TESTS HOPMA / LIMITS PE3YJIbTATHI/ RESULTS
Mukpo6ronornyeckan Yucrora
Microbial limit test
a} Ofuee uncno aspobHeix GanTepuin He Bonee 1000 KOE/r <10 KOE/r / cfu/g
Total aerobic count Not more than 1000 ¢fu/g
b) Obuwee uncno rpubos He Gonee 100 KOE/r <10 KOE/r / cfu/g
Total fungal count Not more than 100 cfu/g
¢) E.Coli Lomwro oTeyTeTBoBaTH Should be absent Oreyrersyer / Absent

Remarks: Complies as per L10097 Specification.

Sampling Plan: 2001.

Issued To Plant Q.A.

Note: Complete testing to be done at this stage, no any results
to be taken from SFG stage.

MNpuMedaHne: COOTBETCTBYET CneuuduKaliun L10097,

Mna orGopa obpasyos: 2001,

Boigano B OTaen 06ecneusHus KayecTsa NpeanpUaTHa.
MpumesaHKe: AHaAW3 NO BCEM NOKAa3TENAM NPOBOANTCA Ha A3HHOA CTaAMM,
fes nepeHoca PesyAbTaToR NCNBITAMKIA HEPachacoBaNHOrD NPOAYKTa.

L Translated/ Nepesepgro: Reviewed

by / Mposepua:

} Namaltiea: BARANOVA SVET! ANA 1

| Namedua: VOGENDRA GIRASF/ AOTFHPA

ate/flava: 04.09.2024

Signature/noanuce

P

Date/flara: 04.09.2024

! MM%
| Name/vun: JAYNISH AHIL BbAC
|

B =

i’ BAPAHOBA CBET/IAHA P | TUPACE

. Signature/noanuce Wummruﬂnmum
| Dat : 25.09.2024

|_Date/Rara o




forrent-

PHARMA

CERTIFICATE OF CONFORMANCE - BATCH CERTIFICATE

Product Name
Registration Certificate
Dosage, Strength

Pack Style

Batch No.
Manufacture Date
Expiry Date

Shelf life

Quantity (packs)
Manufactured by/Released by

APl Vendor
APl Vendor Batch No.
Market

Packaging

Labeling in Russian Language

Storage conditions
Dossier/ND

CALCIGARD®RETARD

T[T N014793/01 dt. 25.11.2008
FILM COATED PROLONGED RELEASE TABLET. 20 mg
03 BLISTERS x 10 TABLETS-CARTON

BNTSLO005

07.08.2024

31.07.2027

3YEARS

77372 (03 x 10 TABLETS)

TORRENT PHARMACEUTICALS LTD.,

Indrad -382721, Dist. Mehsana, India

Nifedipine - Suchem Laboratories

2404014

RUSSIAN FED.

Blister of PVC film and aluminum foil contains 10 tablets. 03
blisters of 10 tablets and instruction for use in each carton.

On the blister:Brand Name in Russian with ® in English:
“CALCIGARD® RETARD”, INN, Dosage form, Strength,
Name and Content of active ingredient per tab., Storage
conditions, Manufacturer’s name, address and logo, Mfg Lic.
No., PM code, Batch No. Mfg date, Expiry date, “®=Registered
Trade Mark™.

On the carton: Brand Name in in Russian with ®, in English:
“CALCIGARD® RETARD”, INN, Dosage form, Strength, Name and
Content of active ingredient per tab., the product contains lactose
monohydrate, Storage conditions, Manufacturer’s name, address and
logo, Mfg Lic. No., PM code, Batch No. Mfg date, Expiry date (incl.),
“®=Registered Trade Mark”, Number of tablets per pack (03 blisters
of 10 tabs), bar code, conditions of retail sale, “Keep away from
children”, Reg No., Route of administration (for oral use), Reg. No.,
matrix code, GTIN, Sr.No.

Store below 25°C in original pack
TTN014793/01-251108, Changes Nos. 1-5

Page 1 of 2 , '
f o ﬂf{;\i{"_\\ /4
S4 T

TORRENT PHARMACEUTICALS LIMITED

CIN : L24230GJ1972PLC002126

Anmedabad-Mehsana Highway, Indrad, Tal. Kadi, Dist. Mehsana, India. Phone: +91 2764 233671 -75,
Reg. Office : Torrent House, Off Ashram Road, Ahmedabad - 380 009, India. Phone: +91 79 26599000 www.torrentpharma.com




‘forrent-

PHRARMA

The above batch is produced according to current GMP-guidelines as well as to the manufacturer's instruction. COA
as per approved Specification attached.

Conclusion: The product corresponds to the pharmaceutical specifications as required in the Dossier/HJ]
N014793/01-251108, Changes Nos. 1-5

orrent

B

) g

Marish Patel

— ASSISTANT MANAGER QUALITY ASSURANCE
DATE: 05.09.2024

Page 2 of 2

TORRENT PHARMACEUTICALS LIMITED

CIN : L24230GJ1972PLC002126
Ahmedabad-Mehsana Highway, Indrad, Tal. Kadi, Dist. Mehsana, India. Phohe: +91 2764 233671-75,
Reg. Office : Torrent House, Off Ashram Road, Ahmedabad - 380 009, India. Phone: +91 79 26599000 www.torrentpharma.com



Toprosoe HaumeHosanue
PerucrpaiioHHoe yaocToBepeHHe
Jlexapcreennas dopma,
JO3HPOBKA

Dopma BhITyCcKa

“‘orrent

PHARMA

CEPTHOHKAT COOTBETCTBUS CEPHH

KAJIBIIMI'API® PETAP/]

TTN014793/01 oT 25.11.2008

TabNeTKH C TIPOJIOHrHPOBAHHBIM BLICBOBOKICHHEM, TIOKPLITHIE TIEHOYHOH
obonoukoii, 20 Mr

(6mmcrep) 10 x 3 (mayka kapToHHas)

Cepus Ne BNTS8LO005

Jara npouzeojcTsa 07.08.2024

INonen no (Bxn.) 31.07.2027

Cpok rogHocTH 3rona

Konnyectso (ynakoBok) L TIFfR

INpennpustue-nrotoBurens, crpana/ :  Toppenr ®apmacsiotukanc JlTa., Haams/Torrent Pharmaceuticals Ltd.,
Brinyckaomuil KOHTPo/IL KagecTra Indrad -382721, Dist. Mehsana, India

Cy6cTanups, npouzBouTeNs
Cepmus cy6erannun Ne
Prinox

YnakoBka

MapkupoBka Ha pycckom
A3bIKE

YcnoBus XpaHeHHs
HopMmatHBHas nokyMeHTaIMs

Hudenunun - Cauem JlaGopatopuz, Huaus

2404014

Poccuiickas ®enepauus

10 Tabnerok B 6mucrep u3 [IBX mienks u amomunneBoit ponsri. 3 6nucrepa

1o 10 TabaeTok ¢ HHCTPYKUMEH 10 NPHMEHEHHIO B KAPTOHHYIO T1ayKy.
Ha 6aucmepe yxazano. TOproroe HauMEeHOBAaHHE Mpenapara ¢ npeXynpeIHTeIbHOMH
mapkupoBkoit ®, «CALCIGARD® RETARD», MexayHapoaHOE HEMaTeHTOBAHHOE
HAaUMMEHOBAaHHe, JIEKapCTBEHHYIO (OpMy, JO3HMPOBKY, HAa3BaHHEe H COIEpXKaHHe
AeiicTBytolero Beuiectsa B | TabnmeTke, YCTIOBHS XpaHeHHs, HazBaHHE (HPMBI-
NPOU3BOINTENA, aJIpec MecTa MPOM3BO/ACTBA, JIOTOTHI, HOMEpP MPOH3BOACTBEHHOM
NHLEH3HH, KO/l YTIAaKOBOYHOTO MaTepHalla, HOMep CepHH, NaTy NMPOM3BOACTBA, CPOK
ropHocTH, «®=Registered Trade Marky.
Ha «xapmounoii nauxke yxazawo: TOPrOBOE HAMMEHOBAHME [Mpenapara ¢
npenynpeauTensHoii  mapkupoekoit ®, «CALCIGARD®  RETARD»,
MEKIYHAPOJHOE HENAaTeHTOBAaHHOe HAMMEHOBAHHE, JIEKAPCTBEHHYIO (opMY,
[IO3HPOBKY, Ha3BaHHE H coJepiKaHHe JeHcTBylomero Bemectea B | Tabnerke,
«[IpenapaT cONEPKMT JaKTO3Bl MOHOTHAPAT», VCIOBHS XPAHEHMA, Ha3BaHHE
GUPMBI-NPOM3BOJMTENS, aApec MecTa TNPOH3BOJACTBA (rOpOJ-MHIEKC, CTpaHa),
JIOTOTHII, HOMEP IMPOM3BOACTBEHHOH JMLIEH3HH, KOI YNaKOBOYHOIO MaTepHana,
HOMEp CepHM, NaTy MPOM3BOJCTBA, rofeH Jio (Bk.), «®=Registered Trade Mark»,
KonuyecTBo Tabnerok B ymakoeke (3 Gmmcrepa mo 10 Tabnerok), WTPUX-KOA,
YCIOBHA OTIYycKa, «XpaHUTh B HENOCTYNHOM [Jd JeTeil Mectey, cmocof
TIPUMEHEHHS, HOMEp perMcTpalMoHHOro ynoctoBepeHus («Per. Homep:»),
MaTPHYHBIH KO, HACHTHOHKALMOHHLIH MIeHTH(OHKALMOHHBIA HOMEp MPOLYKTa
(GTIN), cepuitnbiii HoMep ynakoBk# (Sr. No.).

ITpu Temnepatype He Beiite 25 °C B OPHrHHANBHOI YIIAKOBKe

HJITIN014793/01-251108, Ham. NeNe 1-5
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TORRENT PHARMACEUTICALS LIMITED

CIN : L24230GJ1972PLC002126

Ahmedabad-Mehsana Highway, Indrad, Tal. Kadi, Dist. Mehsana, India. Phone: +91 2764 233671-75,
Reg. Office : Torrent House, Off Ashram Road, Ahmedabad - 380 009, India. Phone: +91 79 26599000 www.torrentpharma.com



“torrent
PHARMA

VYkasaHHas cepus NPOM3BEJeHa B COOTBETCTBUH C AEHCTBYIOLHMH tpeboeanuamMiu GMP u npotokonoM
IPOH3BO/ICTBA/YNAKOBKH 3aBOIa-H3roToBuTeNns. CepTHdHKAT aHATH3A 1O NMOKA3ATeNIM KAYeCTea,
NpeIyCMOTPEHHBIM HOPMATHBHOH JJOKYMEHTALIMEH, Nnpuiaraercs.

3axnouenue: Tlpenapar coOTBETCTBYET TpeGOBAHMAM, Mpe/yCMOTPEHHBIM HOPMAaTHBHOH nokymenTtaumeir HJ I1
NO014793/01:251108, Mam. NeNe 1-5.

Manum [Tatens

AccuctenT Mmenemkepa -Otnen obecreyerns KayecTsa (QA)
Hara: 10.09.2024
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TORRENT PHARMACEUTICALS LIMITED

CIN : L24230GJ1972PLC002126
Ahmedabad-Mehsana Highway, Indrad, Tal. Kadi, Dist. Mehsana, India. Phone: +91 2764 233671-75,
Reg. Office : Torrent House, Off Ashram Road, Ahmedabad - 380 009, India. Phone: +91 79 26599000 www.torrentpharma.com
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