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 Kustm Healthcare Prt lid

JHRAPCRIE Sacid:
PIPYHIH 10000

Bledicinal product:
FIRUVLIN 10000

Jliwena peuonanar

Active ingredient:
Pecerpauiiine noesifsamiay
‘Registration Certilicate:
JHigeasis ga supotmngree Nop
Ceprudivay GMP Ne:
Bopofian:.

Aspecs nupobuprn:

‘Manufactored by:
Address of manafacturer:

Cepis: Na 1802662

Possaip cepit 10000y

e S X Tl o -+ Fy R Ko

AT
HACHTUdiika Uil erss
KoR 20075393

-
e g

CIN No.: Usb929DL1997PTC0O85780)

CEPTHDOIKAT AKOCTE
CERTIFICATE OF QUALITY

A N TITOFD 3000843

Aara fDa

{(kancysn TRepai 3 FacTpopesscTentitvn cpanyasy wo 180 50 o 10 wancya y daicrepi; no2
Oaicrepn y wapromili yuakosung)
lard capsules with gastro resistant granales 150 mg, 10 capsues in a blister; 2 blisters in g cartin.
package)
Tangpeatuny 150 mr
Pancreatin 150 mp |
N UA0188/01/01 i 1109.2023, Fepmin gli pecerpruiiinors moewinpiermia no 11.09.3628
N UAROT88/01701, from 11.09.2023; Registration Certificate is valid until 11.09,2028
28/31/2018
070/2023/GMP

Kyeym Xearxkep Unr Jien, urgda.

flaor Ne M-3, fugop Cremen Ivosonmiic 3oy, o3I flivamr
TTix 454774, Tapin
Kuosum Healtheare Pve Lid, India

Plot No. M-3, Indore Speeial Economic Zone, Phase-11
Pin 4534774, Tndia

Haro e 1172023

i 22,12.2023

yp. Mier. Axap, Magxes Hypagent,
; Pithammpiir, Distt, Dliar; Madhyn Pradesh,

HiFcuiid ao! 102025

Plot Na. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar ,Madhya Pmc’ief;h-dééﬂ'}?ﬁL {India), ~

Ph. 07292-258300, Email: info@Kus um.con, Website: www kusumbheal thcare.com

. Batehr PBatch Size: N _D.{M:_ e . Expirydatee.
h {3 Hoxrasnurd siceeyi Buaonu Fesysinrati anaaizin
__Tests 5 Reguirements | . Resuls

LS 8 FYHT Teepin welatioBa Raueyaa possipon «in 3 HENNOINPDI0 ROpUYHesol0 | Biavosina
KPHILCHKOIO 1 IPOBOPIM DealapBiud ROPIVeOM, 100 MISIHTE KOPHBNOBAT.
TACTPOPCIHCTEITUE Ipanyiu.

Description - Size 1" hard gelatin: capsule having - apague brawn cap-and clear transparent | Complies

body containing brownish cofored gastro-resistant gronules, | R

2 | Luewrudixauin Hosmen  Oyriw nOsSUBMUM B yMOBAN  KUILKICHOLO  pu3nadenns | Biluroninae

(hepmeniarnsyy
ARTNBRICTS
BHIHAIS1EH5T)

{deniification
{By Enzymatic Assay)

| 1 hepueaTatHinol aKTUBNOCTT 210231, axtinazy, nporeasy.
KisLrice |
Pitmina, o siicrirs poswon (2), sGepirue KO PUSHHRY. oMY, 1 pLAKRY, D0
MietHTs posdiit (1), nalyveae nreleHBUOr0 Grakitnero KOALOPY

The liquid containing solution (2) 1ot
_the Jiguid containing solution (1) 2

o’

It should be- pasitive by, cnzymalic activity test for amylase, lpase, and
profease under Assay est.

RAHEYJ5

iAved fill weighit

3 | Cepenust macy gsticry

24128 g 7S % (22318 me 2\

“Bimroninue
Complies

Complies

2"1],28 Al * ?35%1 (223‘18 1§ MR .

4 Posnaxauns

1 Disinfegration Time

-Not more than 30 minofes

24224 ar

242,24 1

He dirnire 30 xnnapn

3 1 Oanopianicrs
DANHIELL

Uniformity of Dosage Unitg

[N T ——

AQIDBRHIN

LAVELY, where 1 1=15.0.

e

107 x5 56 cexc

07 min, 56 sec.

AVELE, ne L1=15.0

6. 1 Poyunuesny
{ARTHBNICTL Jinasi)

- Dissolntion
{lipase activity)

: 3{]_ VRN

Notless thin 80 % () of Libeled unis of AClivity Hipasa aclivity per capsnle in
A0 minutes,

He memmne §G % (Q} win sasmacnnro

Bixmosiga

126% - 131%

L20% - 131%

L AR -

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-1100720 (Inaia)

KHPZOAD0004 7 A0000 112000

Ph, +91-11-41005147, 40514919, 41010571, 40527575
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Plot No M-3, lndm e %pu,mi iconomic Zome Phaf;e 11, P1th..—1mpur; L‘Jz‘;tt Dhaz ’viadhva Pr adesh*ﬂi&l’??é (lmha}
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Ph.: §7292-258300, Email: info@Kusum. com, Website: www kusumhealtheatre.com
CIN No.: Ué5929D11997F FCO85780

AR Ne 1210FP23000883

Regd. r(f)lf_f,:

[Towasnurn akocri Bintorn Pesyastary ananizic
Tosts o Requircments Resulls

7 | KinuFicne pHasaqenn
Komna reepia
KENATHIIORE KANCyna Tipa gumpewy:

SHCTHT R [poreasn me memme 600 ox. Ch/eaceyny 086-on. U
FACTPRPEINETEHTHI Aninaan ne menme §000 ox Cdikaneyay P89 ox, O
rpanyag 1 150 me Jinas ne senoie 10000 va. Cd/xancyay 12771 oa. €O
TATEPCATHREY, TKi MAIDTIs
DUPMEHTATHRHY
ARTHRICTL Ha mepsin npunogmnooni:
npoteazn 600 o € Fiporeasa ne semwe 540 op. Edikancyiny
amiaast $000-0n, € Asinasi e Menme 7200 oy Cixancyny
Mnas 10000 04, £ Ainasr ke mcwnine 9000 o Ch/kancyay
Assay )
Each hard pelatin-capsule: | Al releases | | |
contains gastro-resistant | Protedse; NUT 600 Ph. Eor. Unitsfcapsule 686 Ph; Fur. Units
granules of pancreatin: 150 | -Amylase: NL'T 3000 Ph. Eur. Unitsicapsule. 9819 Ph. Lur. Units
mg equivaient to; Lipase: NL'T 10000 Ph. Lur. Units/capsule 12771 Ph. Bur, Units:
Pratease 600 Ph. Eur,
Linity
Amylase 2000 Ph, Euor. At shelf lifer

{Inits Protease: NLT 540 Ph. Fur. Units/capsile

| Lipase {0000 Ph. Bar. Armylase: NL'T 7200 Ph., Fir. Uniisfeapsule

- | Units o4 -Lipage: NL'T 9000 Ph. Cur. Units/capsule SR S .

& | 3aAHWKOBE  RiAwKoOCT | 2-Hponauos ~ ue Ginsue 5000 ppm He nusritcho.
OPTAHIYIHX ANXHGHMCTAN — He Bibine 600 ppin He ruasiacno
NOIYHHBIKIG “aneToH ~ He Giapiue-SH00 ppm 371 ppm

| Residual Selvent 24Propanch: NMT 5008 ppn Not Detected
! Pichleromethane: NMT 600 ppi 1 NotDetected
Ll . Acetone: NMT 5000 ppm oy 371 ppm |

% | Mikpebionorima 3aranpha KRLKiCTh aepoGunx sbxpooprapisaip (TAMO): ne Gimnme 107 | < 10 KYOM )

THCTOTA K¥Ofr;
Saransra KIAEKICTS APHX KoK | ruticenennx tpubi (7Y MOY: ue 6igame 107 | <10 KYOir
K¥Y Oy |
Imm;mumi 0 ROBYE TpaMieratusil Gakrepiit te Gianns 107 KYO/L., Bigeytaicta/c
- Biaeymiots Salmonella v 10 v upenapary. - Bipeymaicr, /0T
Bucyriicey Esclierichia coli 8.1 v nipenapary. G ACY e, /T
Biacyruicts Staphylococcus aurens B 1 v ipenapary. Blaeyrwicon A
Microbiolegical Puvity Tatal Aerobic Microbial Count {TAMC): Not more thair |07 CFUa: 1 CFfg
total Combined Yeasts™Moulds Count {TYMO): Not more than Ii} (‘i g < 1O CEFLUg
Bile-tolerant gram negative bacteria Not more than 107 CF{/g I Absentfg
Salmonelia absent per 14 ¢ 1 Absent/ 10y
Escherichia coll sbsentper [ g Ahsenty
o i L Staphylococons ureus sbsentper f v - | Absentig
BHCHOBQOK: Clepist Mo 1002662 BULItoBLIAE sraoram MES PTT Ne UA20188/01/01
CONCLUSION: Batch Ne 1002662 comphies witli the requirements-of MOQC R(

[3-158A, Okhla Indl A;ea; Pgage-z, New Delhi-1

KHPQABNIDARIADOON | 1-000 Ph. +91-11-41005147, 40514919, 4101 0571, 40527575
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Kusum flealthcare Prt ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumbealthcare com
CIN No.: UsB929D1L1997PTCO85780
AR. Ne 1210FP23000883
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AHATHI BUKOHAB. HATA 22| W Jw=3
(ANALYSED BY) (DATE)

Komenrapi: nesat.
Comments: no

3asiea npo-ceprudiratin s i ca g s 33CBIAYI0, B0 HaBedeHa BRile IHdopMAY € HocroBipHOw T TOYMHOIG, Ls cepist
HMPOAYREL Oyan murorosacna (BRAWYAOYE YNAROBRY / Mapiypamus) i HPOBCACHG KOHTPOAsL 1T axocti Ha.
BMHE3raZANoMy NianpHeMcrri 8 woBAIE Blatiopigpoeri 3 BUMOTAME, 333HajNeEUMU B 9unnii wactauosi GMP,
sarBepakeniit Minicrepernom  oxopenw smopor's Yepaimm, | 3 BuMOramMn peccrpanifinoero xocke xpalnn
npasuatsenns: IIpotoroan supodunurna, ynaxonky ra awaxivip Syan nepernsnyri i pevanonneno X Rignopiguicrs.
pineram GMPa.

Curliftcation statement: «On this-1 certify that the above-menfioted information is frue and acciurate. This praoduct
hatel was produced (including packaging / labeling) and conducted for its quality control at the above-mentioned
anufactirer according to specified in the cnrrent GMP guidelines, approved by te Ministry of Heslth of Ukraine,
and with the requirements of the registration dossier of the destination country. Records of manufacturing, packaging
and analysis were reviewed and determined for their compliance with the G VP requirencentsy.

Keptotii I TPVIRT KONTPOIIO AKOET Vioamrosakena DeORA, IO AAICHIGE
‘Quality conwro! group manager ceprmpikaio cepty

‘Qualified Person certifying the bhatch: ;
. 1 . . +'.",' - ! .1 . : ', ;. ; . .
.}_m T8 upIsEHe Inist Ta npL3rpme. & (’chtmi __ }Q{,{,}‘_t/fﬂ%}};%rt -_
(Name)Catpaty : IR _

oD Sef (Namc)

Finnme | { //’ Wianuc < ﬁb..L_, L

{Signature). - 'fm.,x (Signature) (g Aqﬁ
- Mara aianacaiisy e \\m\

Jlava niprcagux s ¥
{Date of signature) (Date of signature) XY

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
KIIPIOAAG00048/AD000 1 1-060 Ph. +91-11-41005147, 40514919, 41010571, 40527575 Page 3 of3




