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' Product name: Duloxetme 30 mg capsules

“Manuf. Batch Number: 72000078483 |
| |
Client Batch Number: 138810
Dosage form: 1 [JTablets X Capsules |
Name of APl supplier: _MSN LABORATORIES PRIVATE LIMITED
| Batch Number of AP//CEP Rev.: | 5000020664 / R1-CEP 2012-368-Rev00 b
Manufacturing date: 05/2023 Expiry date: | 05/2025
;
Package size: | 4 blisters x 7 : | | KBlister [JBottle
| _| Package Type: | []Bulk
Quantity released: | 16 712 packs MA/NDA/ANDA: | UA/18442/01/01
Bulk production site: } Balkanpharma-Dupnitsa AD
3, Samackovsko Shosse Str.
; Dupnitsa 2600, Bulgaria
e JM!&,@QLM!&OSBO e
Packaging site: . Balkanpharma Dupnltsa AD
. 3, Samokovsko Shosse Sir.
- Dupnitsa 2600, Bulgaria
e AL BGIMIA-0360 e
Testing site: _ Ba!kanpharma-Dupmtsa AD
-1 3, Samokovsko Shosse Sir.,
' Dupnitsa 2600, Bulgaria
.. MIABGMA03%0
_Results of analysis: __CoA3s7605 4
Comments: | Storage: Store in the original package at a temperature not
S exceeding25°'C.

1. | hereby confirm that the above mentioned batch has been released to the customer.
The customer is responsibie for the final release to the market. *

2. | hereby declare that the above information is authentic and accurate. This batch has
been manufactured, including packaging and quality control at the above mention site,
in full compliance with the GMP requirements of the local Regulatory Authority and with
the specification in the Marketing Authorisation of the importing country.

3. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP and Technical Agreement.

4. Were there any significant deviations from the manufacturing process stated in the

technical agreement concerning product quality or release:
PdNo Yes {see copy of deviation report)




QUALITY CONTROL DEPARTMENT
DUPNITSA, BULGARIA
CERTIFICATE OF ANALYSIS AND COMPLIANCE

| PRODUCT:  Duloxetine HC1 30 mg gastro resistant hard capsules

3331461 INTERNAL LOT #: -
? | ~ 2000078483 |

SDIRO06S78/6 g ¢ PIRATION DATE: _ 09-Nov-2023 |

| MANUFACTURING DATE: 13-May-2023

| SPECIFICATION #: SDIR006578/6 |LIMS LOT NUMBER:

TEST LIMJTS | RESULTS

Bmmen BHK meyanuof Capsule dexcnptwn Nisual

Bramen sug /Busyamo/ Capsule description / Kalcymm ¢re €HB0, HERPO3PAYHO THIIO ¥ CH | Conforms

Visual — | HS, HeNpo3padna Kanauka, Mapkuposra
DLX 30/

‘Capsules with grey opaque body and blue
opaque cap. Marking DLX 30,

Haenraanoct / Identification / MTR003195 - IInperana saepragaoct / 1st Identification (UV)

1st Identification (UV) Ha orrosapg Ha manwrsanero / Complies Conforms

Hnerrranocy / Identification / MTR003195 - Bropawua maenTaanoct / 2nd Identification (HPLC)

Bropuuna axeataaaoct / 2nd Identification ( Ha orrosapd Ha uanmreanere / Complies
HPLC)
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QUALITY CONTROL DEPARTMENT
 DUPNITSA, BULGARIA _
CERTIFICATE OF ANALYSIS AND COMPLIANCE

PRODUCT: Duloxetine HC1 30 mg gastro resistant hard capsules

3331461 |

| LIST #:

2000078483 g

| LIMS LOT NUMBER: _ 357605

TEST | LIMITS RESULTS

.Cmpmﬁm Ha poaa / Water / Ph, Eur. 2,5.12

Crabpxanue Ha pona / Water | He nosese or 4 % / Not more than 4 % 1%

Pasnomepaocr aa pozosure ennuuny/ Uniformity of dosage units (CU) / MTR0O03195

PasaOMEPHOCT HA KOSOBUTE CIRHUIIH/ L1: AVE15.0;L2: AV<25.0 9.5
Uniformity of dosage units - AV

STAGE_PASSED

Coappxanune ua Duloxetine / Assay/ MTR003195

Caanpxanne Ha Duloxetine 95 - 105 % 103 %
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QUALITY CONTROL DEPARTMENT
DUPNITSA, BULGARIA
CERTIFICATE OF ANALYSIS AND COMPLIANCE

I PRODUCT:  Duloxetine HCI 30 mg gastro resistant hard capsules

3331461 .!rm RNAL LOT #:
] 2000078483 |

| LMSLOTNUMBER: 37605 -

TEST LIMITS RESULTS

Cpamm BEIZECTRA f mmaed substances / MTR@!B 197
1. Npmvec 1/ Impurity I He nopene or 0.2 % / Not more than 0.2 % not detected %

2. pamec IV / Impurity IV He noseue ot 0.2 % / Not more than 0.2 % not detected %
3. Duloxetine phthalamide He nopeue o1 0.2 % /Not more than 0.2 % not detected %

4. EnuradeH HepaeaTrmmmpan npumec / He noxreue ot 0.2 % / Not more than 0.2 % <0.05 (0.0296) %
Single unidentified impurity

5. O6mo npaMecn / Total impurities He noreue ot 0.5 % / Not more than 0.5 % <0.5%

Csofonta drasrona keceansa / Free Phthalic acid / MTR003194

' Croboaua dranonsa xucenua / Free Phthalic He noﬁeqa or 1.0% /NMT 1.0 % <0.075 (0.037) %
acid / MTR0O03194
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QUALITY CONTROL DEPARTMENT

DUPNITSA, BULGARIA
CERTIFICATE OF ANALYSIS AND COMPLIANCE

3331461 JINTERNAL LOT #:
: 2000078483 4

| LIMS LOT NUMBER: 357605 o

--------------------

TEST

LIMITS
Creren Ba pasTeapsne / Dissolution / MTRO03297

RESULTS

1. xucemmmen eran / Acid stage (120 min) - Min He niosese or 10 % / Not more than 10 % 0 %
2. xucemnaen eran / Acid stage (120 min) - Max He nopeue or 10 % / Not more than 10 % 0%

3. xucenmaeH eran / Acid stage (120 min) - He norese or 10 % / Not more than 10 % 0%
Avg' -

4. STAGE_PASSED . - 1

5. Gydepen eran / Buffer stage (60 min) - Min He nio-masnxo or 80 % (Q) / Not less than 80 | 98 %
% (Q)

6. 6ybepen eran / Buffer stage (60 min) - Max He no-manxo or 86 % (Q) / Not less than 80 104 %
7 (Q)

7. 6Gydbepen eran / Buffer stage (60 min) - Avg He no-manxo or 80 % (Q) / Not less than 80 100 %
% (Q)

8. STAGE_PASSED | . 1
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QUALITY CONTROL DEPARTMENT
DUPNITSA, BULGARIA
CERTIFICATE OF ANALYSIS AND COMPLIANCE

PRODUCT: Duloxetine HCI 30 mg gastro resistant hard capsules

| List # 3331461 [INTERNAL LOT #: |

{ 2000078483 |
357605

TEST  LIMITS RESULTS

.‘Mnxpoﬁrnmomﬁt; ;caqec'mo / Microbiology ~ Hepaonagen Tect / Not routinely performed

1. Total aerobic microbial count (TAMO) He nopeue ot / Not more than 10° KOE/g Test Not Required
2. Total yeasts and mould count (TYMC) " He noseue or / Not more than 10 KOE/g Test Not Required

3.E.Coli Orcncreue / Absent/g Test Not Required
Ilpu ocsoboRHaBaHe HAMTHTBAHETO CEC B3BD
pIIBa Ha BeAKA 20-Ta NAPTHAA KM Hal-Mal
Ko Berasy romennno. / Microbiology test
performed on every 20-th batch or at least
annually at release.,

References:

Reviewed By: Svatla quﬂuanova ~ Date: 16-Jun-2023

A AR, A SN PR Y N WY T VI T T VT AT e Y el by ki

Approved By: Svetla Yordanova _Date Released: 16~Jun-2023

Balkanpharma-Dupnitsa AD, Dupnitsa 2600, Bulgaria, 3 Samokovske Shosse
Str., T +359 (701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg
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QUALITY CONTROL DEPARTMENT

DUPNITSA, BULGARIA
CERTIFICATE OF ANALYSIS AND COMPLIANCE

 PRODUCT:  Duloxetine HCI 30 mg gastro resistant hard eapsules

3331461 |INTERNAL LOT #:
5 2000078483 |

f LIST #:

| LIMSLOTNUMBER: 357605

This is to certify that this material was produced in compliance with the principles of cGMP.

;;;;;
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JTEPKABHA CJHIY/KDBA 3 JTIKAPCBbKUX 3ACObIB

TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHCBI

npos. Hapnii Ceitinuunoti, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BNUCHOBOK
PO SAKICTh BBE3CHOI'0 B Y KPAalHY JIKAPCHKOI0 3ac00y
22.08.2023 ' | Ne 42612/23/26
CUMBIA®

(naliMenyBaHHs JIIKAPCHLKOro 3aco0y 3rifHo 3 peecTpanifHum MOCBIIUEHHSIM)
KAICy/JIH KHIIKOBOPO34YMHI TBEpHi, o 30 Mr; o 7 xancya y oJaicrepi, no 4 doaicrepu B

navni N B

(hopma BUTIYCKY, HO3YBaHHS, BU [TAKyBaHHs JIIKAPCLKOTO 3aco0y)

Homep peecrpauiiinoro nocsiguenus UA/18442/01/01 crpox mii peectpauiiinoro mocsinuenns 11.11.2025

Cepig nikapcbkoro 3acooy Ne 138810 - KinbkicTe BBe3eHOro aikapcekoro 3acody 16712
BUpOGHHK Bankandapma-ynunus AJl, Bosrapis

(HaliMeHYBaHHs BUPOOHMKA Nikapchkoro 3acofy, kpaiHa NOXOMKEeHHS)

BBe3eHO B Y KpaiHy - IpuBartHe aknioHepHe ToBapucTBo ""@apmaueBTHYHA Gipma
" Dapuauus'', inent. xon: 00481212

(HaliMenyBaHus Ta koj 3a CAPIIOY 1opuanuHoi ocodu abo npisBulLe, iM's, 10 OATEKOBI
dhisuuHOT ocobH -~ mianpuemil, i Miclie NpoXKUBaHHS Ta peecTpauiiinuil HoMep 00/11KoBO1
KApTKH IIaTHWKA NojaTkiB abo cepist Ta HOMep Nnacnopra)

IpoTokoa Bisyansuoro koutpoio Bix 22.08.2023 Ne 2405/1.

3a pesynbTaTaMM JAEPKABHOrO KOHTPOJIO BCTAHOBJIEHO, MIO JIKapCLKME 3aci0 BBe3e€HO B YKpaiHy 3
AOTPHUMAHHSAM BUMOT 3aKOHOAABCTBA LIOJO 3a0€31eYeHHs AKOCTI JIIKApChKHX 3aC00IB.

B. 0. HayanpHUKA [Bar 3AJIBOPHHUX

-------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------

(nocanora ocoba oprany Aep>KaBHOI'O KOHTPOJIO). (nianuc) (imiuianu Ta npizeuiLe)

M.IL







