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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAJII3Y
Product Probiotic and Prebiotic Manufacturer India
(Dietary supplement) Country
Ipoaykr IIpo6ioTik Ta [IpebioTuk Kpaina BupoGuuk Iunis
(JieTuuna no6apka) -
Name of product LACTIMAC FORTE Dosage Form delayed release capsules
HasBa npoayKTy JAKTIMAK ®OPTE | Jlikapceka gopma | ooy M YIOBLILHEHOTO
BHBI/IbLHEHHS
Packing Batch No — 11240346 A Pack Size :T‘J'g 30 (10x3) in strips
Homep ynakoBaHOoI cepii in carton box
Packing Batch Size 201 600 capsules Posmip i Tun Ne 30 (10x3) y erpunax
(6 720 packs) VIIAKOBKH. Y KapTOHHIii KopoOui
Po3mip ynakoBamoi cepii 201 600 kancya Date of 08/2024
(6 720 ynakoBok) Manufacturing
Date of release 09/09/2024 JlaTta BHpoOHuIITBA 08.2024
Jata BUDyCKY 09.09.2024 Date of Expiry 07/2026
AR No. : FP-0626/24 AR SIren | nap0g
TepMiHy NPHIATHOCTI
Name and address of Manufacturing unit Macleods Pharmaceuticals Limited.
Plot No 1,2 & 3, Mahim Road, Kuldeep Nagar,
Palghar, Dist Thane, Palghar HO-401404,
India.
HajiMeHyBaHHS Ta MiclIe3HAXOTKEHHS «Maxkaeoac ®apmacsroTukans Jimireny,
BHPOOHHYOT AINAHKH ILnoT Ne 1, 2 i 3 Maxim Poan, Kyaaxin Harap,
Ilanarap, dict. Teiin, Iaarap Eitu Oy — 401404,
Inpis.
Result of Analysis/ PesyibTaT npoBeeHHs aHaIi3y.
Sr. | Tests/ Specifications/ Results/
No. | IToka3suuku Cneuudikanis PesyabTaTH
Ne
n/n
1 Description Hypromellose capsule white opaque cap | Hypromellose capsule white opaque
and white opaque body size “0” filled with | cap and white opaque body size “0”
Off white to brown powder. filled with Off white powder.
Onuc Kancyna i3 rinpomesniosn, kopnayok kan- | Kancyna i3 rimpomesio3u, KOBNayox
cyJiH Oi10ro Hempo3oporo KOJLOPY, TiJIO | KancyaH 6inoro HENpo30poro
KancyJaH 0iIoro Hempo3oporo KOJLOpY | KOALOpPY, TiJIO Kancyiaud Oigoro
po3mipy "0'", kancyna 3anoBHeHa MOPOII- | HENPO30POIo KOJALOpY po3mipy 0",
KOM Big Maiike 0i0ro 0 KODHYHEBOIO | Kamcy/a 3amOBHEHA  HOPOLIKOM
KOJILOPY. Maii:ke 6i10ro Ko0aL0 :
/i:‘a—\
k
MACLEODS Regd. Office : Phone : 91-22-6676-2800 Works |\ =
PHARMACEUTICALS Atianta Arcade, Church Road, Fax  :912229256599 Village Thi
LIMITED Near Leela Hotel, Andheri-KurlaRoad, Email : customercare@macleodspharma.com Tehsil Baddi,

Andheri (East), Mumbai<400 059, India. 'Website: www.macleodspharma.com (H.P.) 174101, India:
CIN  :U24239MHI989PLC052049 Phone: 01795-236137,38



MACLEODD
T

Identification The retention time of the Fructooligo- | Complies
-For saccharide peak in the chromatogram of
Fructooligosaccharide Sample preparation should correspond to
(By HPLC) that of the Fructooligosaccharide peak in

the chromatogram of the  Standard

preparation as obtained in the '"Assay" for

"Fructo-oligosaccharide content".
Inenrudikauis Yac yrpamyeanHs miky ¢gpykroosirocaxa- | Bianosigae
Has puaie Ha XpoMatorpamMi BHOPOOYBAHOIrO
(pyxToonirocaxapuaip | Ta CTAHIAPTHOrO PO3YHHIB, OTPHMAHHX Y
(BEPX) xoai "KiabkicHoro BH3Ha4deHHs', Mac

30iraTucs.
Average net content of | 375.0 mg +5.0 % 380.2 mg
capsule
Cepennst maca kancyaa | 375,0 mr £5,0 % 380,2 mr
Uniformity in weight of | Not more than two capsules out of the | Complies
capsule contents twenty deviate from the average net

content by £+ 7.5% and none deviates from

the average net content by + 15 %.
Opnopinnicrs Macu He Oinbme paBox kamcyn i3 aBaausaru | Bianosinae
BMICTY Karmcy.Ja MOXKYTh BiIXHJINTHCS Bil cepeaHBLOi MacH

BmicTy Kameyan Ha *= 7,5% i skogma

KaIncyJa He Moske Bigxunutued Ha £ 15%.
Disintegration time Not less than 30 min Complies
(0.1N Hydrochloric
acid)
Yac posmany (0,1 M He menme nixk 30 xB Binnoginae

CoJsiHa KHCI0TA)

Assay

KinbpkicHe BH3HAYEHHA

A. Total cfu count

A. 3arajbHa KiabKicTh
MiKpooprasuismis

1) Lactobacillus acido-
philus and Lactobacil-
lus rhamnosus (By
microbiological)

Not less than 1.35 billion

6.3 billion

1) Lactobacillus acido-
philus and Lactobacil-
lus rhamnosus (Mikpo-
Oioaoriuauii MeTon)

He meniue nisk 1,35 mapn

6,3 mapa

2) Saccharomyces
boulardii (By
microbiological )

Not less than 27 million

1440 million

MACLEODS Regd. Office : Phone :91-22-6676-2800 Works

PHARMACEUTICALS Atlanta Arcade, Church Road, Fax  :91-2229256599 Village Theda, P.O.

LIMITED Near Leela Hotel, Andheri-Kurla Road, Email : customercare¢@macleodspharma.com  Tehsil Baddi, Distt. Solan
Andheri (East), Mumbai-400 059, India. Website: www.macleodspharma.com (H.P.) 174101, India.

CIN  : U24239MHI989PLC052049 Phone: 01795-236137,38
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2) Saccharomyces
boulardii (Mikpo-
OioJIOriYHHI MeTON)

He menme nixk 27 man

1440 man

3) Bifidobacterium lactis
and Bifidobacterium
longum (By microbio-
logical )

Not less than 1.148 billion

7.1 billion

3) Bifidobacterium lactis
and Bifidobacterium
longum (Mikpo-
OiostoriuHuii Mmeron)

He menme nizk 1,148 mapa

7,1 mapn

4) Clostridium
butyricum (By
microbiological )

Not less than 1.8 million

6900 million

4) Clostridium
butyricum (Mikpo-
GioJIoriYHui METOoN)

He menme uick 1,8 man

6900 man

5) Bacillus clausii spores
(By microbiological )

Not less than 1.8 billion

8.3 billion

5) Bacillus clausii spores
(Mikpobioaoriunuii
MeTON)

He menme nizk 1,8 mapa

8,3 mapn

B. Fructo oligosaccha-
ride (By HPLC,%)
-% label claim

Not less than 90%

91.5 %

B. ®pykTooairocaxapu-
au (BEPX, BmicT Bix 3a-
fBJIEHOI KiabKocTi, %)

He menmue uix 90%

91,5 %

Remarks : The sample is of/fis-net-of standard quality w.r.t. above tests as per C/SPC/WP004178-00 UKRAINE

Analysed By/ IlpoanaaizoBano

Checked By/Tlepegipeno

Approved By/3aTeepazkeno

Designation : Sr. Officer II QC

Designation : Deputy Manager QC

Designation : Sr. Executive QC

Rajeev Meher

Sanjeev S

Sumit Vaze

09/09/2024

09/09/2024

09/09/2024

This is electronically generated report, hence signature is not required.

Ile enexkTpoOHHHH 3BiT, TOMY HmiinHC He MOTPiGeH.

MACLEODS Regd. Office : Phone :91-22-6676-2800
PHARMACEUTICALS Atanta Arcade, Church Road, Fax  :91-22-29256599
LIMITED

Works
Village Theda, P.O. Lodhimajra

Near Leela Hotel, Andheri-Kurla Road, Email : customercare@macleodspharma.com Tehsil Baddi, Distt. Solan
Andheri (East), Mumbai<400 039, India. Website: www.macleodspharma.com
CIN  : U24239MHI989PLC052049

(H.P.) 174101, India.
Phone: 01795-236137,38
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(Mdicruuna nobanka)

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJII3Y
Product Probiotic and Prebiotic Manufacturer India
(Dietary supplement) Country
Mpoayxr Mpobioruk ta Mpebiornk Kpaiua supobuuk Tanin

Name of product

LACTIMAC FORTE

Dosage Form

delayed release capsules

Hazna npoayxry

JJAKTIMAK ®OPTE

Jlirapenka gpopma

ICBI‘IC)’JIH yl'l()BiJleCHOI‘O
BHBIIBHEHH St

Packing Batch No

Pack Size

Ne 30 (10x3) in strips

(6 720 ynaxkoBok)

Manufacturing

Home P 11240369A 2 )

oMep ynaxoBanoi cepif in carton box

Packing Batch Size 201 600 capsules Posmip i Tun N 30 (10x3) y crpunax
(6 720 packs) VHAROBKH, ¥ KapTouuiii kopodui

Po3mip ynaxosanof cepii 201 600 xancyn Date of

09/2024

TEPMIHY IIPHIATHOCTI

Date of release 18/09/2024 Hara supobunrsa 09.2024
Jlata BHIYCKY 18.09.2024 Date of Expiry 08/2026
AR No. : FP-0638/24 Aata satcicins 08.2026

Name and address of Manufacturing unit

India.

Macleods Pharmaceuticals Limited.
Plot No 1,2 & 3, Mahim Road, Kuldeep Nagar,
Palghar, Dist Thane, Palghar HO-401404,

BHPOOHHYO! HUISHKH

Haitmenysanns ta MiclesHaxoukenus

Innisn,

«MaxJreojc @apmachiorurasns Jlimiren»,
Moot Ne 1, 2 i 3 Maxim Poan, Kysain Harap,
Hamrap, Hicr. Tedn, Hanrap Eiiu Oy — 401404,

Result of Analysis/ Pesynbrarn nposejenns avanisy.

Sr. | Tests/ Specifications/ Results/

No. | lokaznuxu Crenndixanis PesyabTarn

No

n/n

1 Description Hypromellose capsule white opaque cap | Hypromellose capsule white opaque
and white opaque body size “0” filled with | cap and white opaque body size “0”
Off white to brown powder. illed with Off white powder,

Omic Kancyna i3 rinpomenosy, wormauox wan- | Kancyia i3 rinpoMesiosn, Kosiaqox
cysii 0ioro Henposepoeroe Koabopy, TLI0 | kancyan distoro HeNnpo3oporo
raneyji  GiIoro  HEnposoporo KOALOPY | KOABOPY, Timo  wameyauw  Ginoro
posmipy 0", karcysa 3anosHeHa MOPOIL~ | HEIIPO3ZOPOre KoJALOPY posmipy 0",
KOM Bil Maitke 6L10T0 20 KOPHYHEBOIO | KANCYJA  3RHOBHEHA - HOPOLIKOM
KOJLOPY. maiixe 6“:01 0 Koubopy/.,, .
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MACLEODS Regd. Office Phone : 91-22-6676-2800 Works [

PHARMACEUTICALS  adanta Arcade, Church Road, Fax
Near Leela Hotel, Andheri-Kurla Road,  Enall : customercare@macleodspharma.com Tehsil Baddi, Distt, Solan
Andheri (East), Mumbai-<#{K) 039, India.  Website; www.naclcodspharmacom

LIMITED

1 91-22-2925-6599

CIN  : U24239MHI989PLLOS2049
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2 Ideutification The retention time of the Fructooligo- | Complies
~For saccharide peak in the chromatogram of
Fructooligosaccharide Sample preparation should correspond to
(By HPL.C) that of the Fructooligosaccharide peak in

the chromatogram of the  Standard
preparation as obtained in the "Assay" for
"Fructo-oligosaccharide content'',
Lewrudivanis HYac yrpusmysannst niy ¢pyxroosirocava- | Binnmonigac
Joa puais na xpomarorpami BUNpOGYBAHOrO
dpyxToonirocaxapunis | Ta CraHXAPTHOrO PO3UHHIB, OTPHMAHNY Y
(BEPX) xoini  "Kigsricnoro suznavenus', wmac
sbirarucs,

3 Average mnet content of | 375.0 mg + 5.0 % 377.7 mg
capsule
Cepepus maca kancynn | 375,0 Mr = 5,0 % 377,7 my

4 Uniformity in weight of | Not more than two capsules out of the | Complies
capsule contents twenty deviate from the average net

content by £ 7.5% and none deviates from

the average net content by + 15 %,
Ojmoplpnicts Macn He Ginpure asox waneyn i3 asajgustra | Binnosigac
BMICTY Kancy MORYTH BUIXHIUTHCS Bill cepeuinLol macu

BaicTy waneymn na £ 7,5% 1 skoana

Kaneydaa e powe BiaxuwanTHest wa £ 15%.

5 Disintegration time Not less than 30 min Complies
(0.IN Hydrochloric
acid)

Yac posmagy (0,1 M He menmre nix 30 x8 Binnosinxac
Conisina KHCKOTA)

6 Assay
KinbkricHe Busnavenns
A. Total efu count
A. Baransua kinekicTs
mikpoopranizmis
1) Lactobacillus acido- Not less than 1,35 billion 5.4 billion
philus and Lactobacil-
tus rhamnosus (By
microbiological)

1) Lactobacillus acide- He menure wine 1,35 murpit 5,4 Mapa

philus and  Lactobacil-

lus rhamnosus (Mikpo-

Olosoriunmit merox)

2) Saccharomyces Not less than 27 million 1480 million

houlardii (By

microbiological )
MACLEODS Regd. Office Phonc : 91-22-6676-2800 Works (1)
PHARMACEUTICALS  Atlanta Arcady, Church Road, Fax  :91-22-2925-6599 Village Thieda, P.0. Lodhimajra
LIMITED Near Lecla Hotel, Andheri-Iurla Road,  Enmail : customercare@macleodspharni.com  Tehsil Baddi, Distt. Solan

Andheri (East), Mumbaid00 059, Indiz

Website: www.anacleodspharma.com
CIN  : U24239MHI9BIPLLOS2AY

(ELP.) 174101, India,
Phone: 01795236137, 38
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2) Saccharomyces He menne wisk 27 Mo
boulardii  (Mikpo-
Blostorivniit aero)

1480 mun

3) Bifidobacterium lactis | Not less than 1,148 billion
and Bifidobacterium
longum (By micrebio-
logical )

5.72 billion

3) Bifidobacterium lactis | He mennne nix 1,148 mapn
and Bifidobacterium
fongum (Mikpo-

dionoriauuii Merojt)

5,72 nsiphy

4) Clostridium Not less than 1.8 million
butyricum (By
microbiological )

5640 million

4) Clostridium He menme wick 1,8 Mun
butyricum {(Mikpo-
Giosoriunuii meron)

5640 M

JIH

5) Bacillus clausii spores | Not less than 1.8 billion
(By microbielogical )

5.7 billion

5) Bacillus clausii spores | He menue nix 1,8 mapi
(Mixpobionorianmii

5,7 mupix

an (BEPX, paicr Bij 3a-
sB/cHol Kinbroeri, %)

METOR)

B. Fructo oligosaccha- Not less than 90% 92.1%
ride (By HPLC,%)

-% label claim

b. dpyrrooairecaxapu- | He memme nisk 90% 92,1 %

Remarks : The sample is of/is-not-of standard quality w.r.t. above tests as per C/SPC/WP004178-01 UKRAINE

Aunalysed By/ [Tpoauajizosano Checked By/Tlepenipeno Approved By/3areepikeno
Designation : Sr. Officer IT QC Designation : Sr. Executive QC Designation : AGM QC
Rajeev Meher Sumit Vaze Ajay Mishra

18/09/2024 18/09/2024 18/09/2024

This is electronically generated report, hence signature is not required.
le eaexTponnuii agiT, Tomy wizmue e norpiben,
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(H.P.) 174101, India.
Phone: (1795-236137, 38



http://www.tcpdf.org

