Dr.Reddy’s Q':°

Dr. Reddy's Laboratories Ltd.
Forrulation Unit-6

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 1 of 10/ Ctp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponaykr: U6ykaun®, TabaeTKH, NOKPBITHIE ILICHOYHOM 060J049K0i, 400 Mr + 325 Mr

Market / PpiHoK :Russia / Poccus

Batch No / . Batch Quantity / 800000 tab /

Cepusn Ne il O0bem cepun © 800000 Tab

Analytical Repourt No / - 040002698340 807Date of Analysis / - 95.10.2024

AHaJnTHYECKHH oTyeT No JlaTa ananu3za

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

Jata npousBoacTsa I'ogen no

Mifg. License No. / MA number: /

IIpousBoacTBeHHAN . MNB/05/263 ) ;. JIII-Ne(003654)-(PT'-RU)
Homep PY

JuueHzua Ne

Analysis performed according ND: / Anasu3 nposeaer mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

Ne |Test/ Iloka3zaTenn

Results/ PesynbraThl

Specification / Hopma

Appearance /
1 |OnHcaHue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KallCyJIOBUHO! GOPMbI, IOKPBITHIE
TUIEHOYHOH 0600UKOH OpaHKEBOr0
L(BETA, C PUCKON HA OTHOW CTOPOHE;
Ha NONEepPEevHOM paspese — sapo
6enoro LBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancynoBUAHOH
(hOpMBI, OKPBITHIE TIICHOYHOH 000JIOUKO
OpaHXeBOI0 11BETa, C PUCKOH HAa OQHOMH CTOPOHE;
Ha MONEPEYHOM pa3pese — AApo 6enoro uin
no4TH 6enoro LBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYyeT TpeboBaHUsAM HJI

Opinion : APPROVED
3axawuenne: OJJOBPEHO

Hara: 26.10.2024

Jata: 26.10.2024

Prepared by / Checked by / Approved by: Manager/Executive
Iloprorosneno: Pardeep Kumar | Ilpoeepeno: Pawan Kumar /Opo6peHo: Menemxep / R

<'>f,/’ ? PykoBoautens Amit Kumar /&(’*‘/
Reprint Date: Reprint Date: Reprint Date:

JHara: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, india

Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

www.drreddys.com




Dr.Reddy’s

\ 1

Dr. Reddy's Laboratories [td.

Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 2 of 10 / Ctp. 2 u3 10

Eroduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNpoayxr: H6ykaun®, TabaeTKH, TOKPBITHIE IIEHOYHOH 060049K0i, 400 MT + 325 MT

Market / PeiHok :Russia / Poccust

Batch No / ) Batch Quantity / 800000 tab /

Cepus Ne V2402157 O6nem cepuu " 800000 Tab

Analytical Repo;t No/ - 040002698340 807Date of Analysis / . 25.10.2024

AHaauTHYecKHi oTdeT No Jarta ananusa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JlaTa mpou3BoacTBa Togen 10

Mifg. License No. / MA number: /

IIpousBogcTBEHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PT"-RU)
Homep PY :

JuueH3us Ne

| Analysis performed according ND: / Ananus npoeaed mo HJL: JITI-Ne(003654)-(PT-RU)-101123

Complies as prescribed/
CoOTBETCTBYET

2 |Identiflcation /
INognunHOCTH

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpemeHa ynepkuBaHHS OCHOBHBIX MHKOB Ha
XpOMAaTOrpaMMe HCITBITYEMOTO PACTBOPA 10K HBI
COOTBETCTBOBATH BPEMEHAM YAEP)KUBAHHSI [THKOB
Ha XpoOMaTorpamMme pacTBOpa CTaHAAPTHBIX
obpasuioB nbynpodeHa U nmapareramona (pasaesn
«KonuecTBEHHOE ONpeAeIeCHHE)

3 |Average tablets weight / 971.8 mg/971.8 mr 940.9 mg to 999.1 mg
Cpeanss macca TabJeToK (970.0 mg = 3.0 %) /
Ot 940,9 MT J10 999,1 MT

(970,0 Mr % 3,0 %)

4 |Disintegration / 08 min 12 sec / 08 muH 12 cex

PacnagaemocTthb

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykTt coorBeTcTBYET TpeboBaHusam HJ{

Opinion : APPROVED
3aknarouenue: OJJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Pardeep Kumar

N 0

[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: MeHemxep /
PykoBoauTens Amiy K'ﬂ'ﬂl’ﬂ@l

—_—

|
LY

Reprint Date: -
Jara: 26.10.2024

Reprint Date:
Jara: 26.10.2024

A

Reprint Date:
Hara: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganas, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

wwyv.drreddys.com




Dr.Reddy’s €5¢

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 3 of 10/ Ctp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoaykr: A6ykann®, Ta6,1€TKH, NOKPBITHIE IIEHOYHOI 060109K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ] Batch Quantity / ~ 800000 tab /
Cepns Ne k V2402157 O0beM cepun " 800000 Tab
Analytical Report No/ - 040002698340 807Date of Analysis / . 25.10.2024
AHanuTHYecKHi oTueT No JlaTa ananam3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029
Jara npousBojcTBa Togen g0

Mfg. License No. / MA number: /

IIponsBoacTBeHHast : MNB/05/263
Junenzusd Ne

Homep PY . JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / Auaau3 nposexen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacTBOpenue
96 % to 99%

99 % to 102%

Not less than 70% (Q) of Ci3Hi302 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci13H 302 (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHyoNO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO, (mapaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanmsiM HJ|

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by /

< -

IloarotoBneHo: Pardeep Kumar | [Iposepeno: Pawan Kumar /Ono6peHo: Menemxep /

Approved by: Manager/Executive

. A
PykoBogurens Amit Kum:;-(\ L
[

Reprint Date: Reprint Date:
Hara: 26.10.2024 Jlara: 26.10.2024

Reprint Date:
Jara: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4960 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwvv.drreddys.com




Dr.Reddy’s Q%.'

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUP®HUKAT AHAJIN3A

Page 4 of 10/ Ctp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: Uoykaun®, TabaeTkH, NOKPHITHIE MUIEHO4HOl 06010uK0ii, 400 Mr + 325 Mr

Market / Ppinok :Russia / Poccus

Batch No / . Batch Quantity / 800000 tab /

Cepust Ne 20210 O0nem cepun " 800000 Tab

Analytical Repovrt No / - 040002698340 807Date of Analysis / . 9510.2024

AHAJIHTHYECKHH oT4eT Ne JaTa anaau3za

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JlaTa npousBoAcTBa T'ogen g0

Mifg. License No. / MA number: /

IpouzBoacTBeHHAS : MNB/05/263 ) 1 JII-Ne(003654)-(PI'-RU)
Homep PY

aunensus Ne

Analysis performed according ND

: / Ananus nposegen mo H/: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001%
PoacTBeHHbIe IpUMecH
Method 1/ Metopn 1
Method 2 / MeTopn 2
0.04%
0.04%
7 |Water / Bona 1.8%

4-aminophenol (paracetamol impurity) - not more
than 0.005% /

4-amuHodeHoNn (mMpuUMech MapaleTamolia) He
6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /

Jliobasi eauHuyHas npuMech (UOynpodeHa uiu
napaueramona) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meton 1 + Meton
2) He 6osee 0,7 %

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKT cooTBeTcTBYET TpeboBaHusIM HJI

Opinion : APPROVED
3axknmouenne: OJOBPEHO

Prepared by /
[Moarotorneno: Pardeep Kumar

Checked by /
ITpoBepeno: Pawan Kumar

'

N (U

Approved by: Manager/Executive
/Opo6peno: Menemxep /
PykoBonutens Amit Kumar. -

f
!

Reprint Date:
Hara: 26.10.2024

Reprint Date:

Hara: 26.10.2024

Reprint Date: v
Hara: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys comn
CIN: L85195AP1984PLC0OD4507

wwvr.drreddys.com




Dr.Reddy’s “!‘

Dr. Reddy's Laboratories Ltd.
Formutation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Page 5 of 10/ Ctp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: U6ykaun®, TabaeTKH, NOKPLIThIE IIEHOYHOl 060104K0ii, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / 800000 tab /

Cepus Ne § V2402157 O6bem cepun " 800000 Tab

Analytical Report No/ - 040002698340 807Date of Analysis / . 9510.2024

AHanurTudeckHii oryet No JlaTa ananu3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JlaTa nIpoH3BOACTBA I'onen 1o

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAS : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3usa Ne

Analysis performed according ND

: / Anann3 nposenen nmo HJL: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OnHOPOAHOCTD
JI03UPOBAHHUS
- ibuprofen / n6ynpodgen

- paracetamol /
napaneTamMmo

1.9

1.7

Acceptance value (AV) should be not more than
15.0 / Ilokazatens npuemieMocTd (AV) nomkeH
OBITH He Ooee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazatens npuemiemoctu (AV) 1omkeH
ObITH He Oonee 15,0

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykr coorBercTByeT TpeboBanusm HJl

Opinion : APPROVED
3axmouyenne: OJJOBPEHO

Prepared by /
[Toarotoeneno: Pardeep Kumar

o —

Checked by /
[Iposepeno: Pawan Kumar

3

Approved by: Manager/Executive
/Opobpeno: Menemxep /
PykoBoautens Ami&l(umgp

a ,"I < :'/f/

Reprint Date:
Jata: 26.10.2024

!

Reprint Date:
Hara: 26.10.2024

v

Reprint Date:
Hara: 26.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.cem
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@
Dr. Reddy,s ‘..... Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIM3A

Page 6 of 10/ C1p. 6 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, TabaeTKH, NOKPLITHIE IJIEHOYHOI 060049K0ii, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / . 800000 tab /

Cepus Ne = V2402157 O6nem cepuu " 800000 Tab

Analytical Report No/ - 040002698340 807Date of Analysis / . 25.10.2024

AHannTHYecKHi oTyeT No Jarta anauanza

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

HdaTa npou3BoacTBa TI'ogen no

Mfg. License No. / MA number: /

IlpousBoacreennast : MNB/05/263 ) ;. JIII-Ne(003654)-(PT'-RU)
Homep PY

aunenzus Ne

Analysis performed according ND: / Ananu3s nposegen no HJ: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Mukpobuonorudeckas
yucrora*®

a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1iee yuco He 6onee 1000 KOE/r
adpOOHBIX
MHUKpPOOPraHMU3MOB

b) Total combined yeasts
and mould count / O6uiee NA Not more than 100 CFU/g /
4HCJIO OPOMOIKEBBIX H He 6onee 100 KOE/r

[JIeCHEBBIX rpHbOB

¢) E. coli NA Shall be absent in 1lg / OrcyrcTBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanusam HJI 3akiouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[loarorosneno: Pardeep Kumar | [Iposepeno: Pawan Kumar /OnobpeHo: Menemxep /
f Pykosogutesns Amif Kumar-

C\L’,’ . b ‘/‘—\‘-/r”f
Reprint Date: Reprint Date: Reprint Date: '
Jara: 26.10.2024 Jara: 26.10.2024 Hara: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 45 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.cam
CIN: L85195AP1984PLC0O4507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 7 of 10/ Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: U6ykaun®, TabaeTkH, NOKPLITHIE IJIEHOYHOI 060J04K0i, 400 Mr + 325 Mr

Market / PpIHOK :Russia / Poccust
Batch No / . Batch Quantity / 800000 tab /
Cepus Ne o Vs 0alod O0bem cepuu " 800000 Tab
Analytical Repourt No / - 040002698340 807Date of Analysis / . 2510.2024
AHanuTHYeCKHi oTyeT No JlaTta ananuza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

| JlaTa npon3BOACTBA I'onen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAS : MNB/05/263 ) : JII-Ne(003654)-(PI'-RU)

Homep PY

Junen3ns Ne

Analysis performed according ND: / Anann3 npoBeaes mo HJ: JITI-Ne(003654)-(PT'-RU)-101123

blister and a patient information
leaflet in a carton. / ITo 10 Tabnerok
B [IBX/Al 6nuctep. ITo 1 6nucrepy
B NayKy KApTOHHYIO BMECTE C
UHCTPYKLMEH 0 NPUMEHEHHIO.

| 10 Assay / KonnuyecTBeHHOE 360.0 to 440.0 mg of Ci;3H30: (ibuprofen) per

omnpegeJieHue tablet /
Ot 360,0 mr 0o 440,0 mr C3H 1302 (ubynpoden) B

393.5mg/393.5 mMr TabneTke

292.5 to 357.5 mg of CsHoNO» (paracetamol) per

tablet /
321.75 mg/321.75 mMr Ot 292,5 mr no 357,5 mr CgHgNO; (mapaueramon)

B TabneTKe

11 | Package / Ynakoska 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and

a patient information leaflet in a carton. / [To 10
tabnerok B IIBX/Al 6auctep. Ilo 1, 2 unu 20
ONHCTEpOB B MAvyKy KapTOHHYIO BMECTe C
UHCTPYKUMEH M0 MPUMEHEHHIO.

12 | Labeling / Mapkuposka |According to ND. /B coorsercteuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue I1pu Temnepatype He Beliue 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 neT
rOAHOCTH

Remarks : The Product conforms to ND/
HNpumevanue: [Ipoaykt coorBercTByeT TpebopaHusm HII

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
[Toarotorneno: Pardeep Kumar

g

Checked by /
[Tposepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoautens Amit Kumar

/ N

Reprint Date:
JHara: 26.10.2024

Reprint Date:
Hara: 26.10.2024

Reprint Date;

Jata: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4960 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOD4507

wwyv.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 8 of 10/ Ctp. 8 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IMpoaykr: Uoykmuu®, Tadaerku, NOKPBIThIE JIeHOYHOH 060J10uKoii, 400 Mr + 325 mMr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000 tab /

Cepusa Ne R V2402057 O0nem cepun " 800000 Tab

Analytical Repoz't No/ - 040002698340 807Date of Analysis / . 95.10.2024

AnanurHyeckuii oruet Ne JlaTa anannza

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JlaTta npou3BoACTBa I'ogen no

Mfg. License No. / MA number: /

IIpousBogcTBeHHASA : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananau3 nposenen mo HJI: JIII-Ne(003654)-(PT'-RU)-101123

Note: References in the normative document are given to the Rus. Ph XIV.
* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.
ITpumeuanne: Ccbliky B HOpMaTHBHON JOKyMeHTalUuK npuBeieHsl Ha ['® PO XIV.

* TIpoBOAKTCS IPOU3BOAUTENIEM [IPH BBIMYCKE MEPUOAUUECKU: TS Kaskaol 20-oif cepuu Uik He MeHee 1 pasa B
rog. ITokazaTens MOXeT OBbITh He BKIIOYEH B CEpTUGHUKAT aHaNN3a GUPMBL.

API name / HaumenoBanune ADC: Ibuprofen / U6ynpoden Paracetamol / [lapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
ety PIBM240153 4284/24-25, 4285/24-25
Homep cepun npoussoaurteas ADC:

FP Manufacturer API Batch number /

Homep cepuu cy0CTaHIIHN NIPOU3BOUTEIS FERA00481 FERAQ00438, FERA00439

I'J1d:

API Manufactured by & country /
IIponspogutens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTHB
®apma Caitencus Jlumuren,
Wnaus

Sri Krishna Pharmaceuticals
Limited, India / Illpu Kpumaa
®dapMackroTukanc Jlumuten,
Hunus

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
Hoarotoeneno: Pardeep Kumar | Ilpoepeno: Pawan Kumar /Ono6peHo: Menemxep /
(J/ A’) PykoBoautens .ﬁlﬁt\@mar
— P— | = /
Reprint Date: Reprint Date: Reprint Date: ¥
Hata: 26.10.2024 Jlarta: 26.10.2024 JaTa: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fasx: +91 40 4900 2998, Emnail: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wwywv.drreddys.com




Dr. Reddy's Laboratories [td.
Formulation Unit-6

[ I3
Dr‘ Reddy’s ".. Viil. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 9 of 10/ Ctp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

| Hpoaykt: U6ykaun®, Ta6J1eTKH, MOKPBITHIE MJIEHOYHOI 060,104K0#, 400 Mr + 325 Mr
Market / PoIHOK :Russia / Poccug
Batch No / . Batch Quantity / 800000 tab /
Cepus No V2400 O0nem cepHu " 800000 Tab
Analytical Rep0ft No/ - 040002698340 807Date of Analysis / . 95.10.2024
AHaJuTHYEeCKHUI oTUeT No JlaTa anannza
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029
JlaTta npou3BojacTBa T'onen oo

Mfg. License No. / MA number: /
IlpousBoacTBeHHas : MNB/05/263 ) : JII-Ne(003654)-(PI"-RU)

Homep PY
JneH3us Ne
Analysis performed according ND: / Ananmus nposenen no H: JITI-Ne(003654)-(PI'-RU)-101123

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHue, agpec, JHIEH3USA AJIs H-p Penmn’ ¢ Jlaboparopuc JIta., Uuanus, IIpoussoacteennoe
IIpousBoacTBenHas niomaaka / Ilnomanka noapaznenenne-6, Bunn. Kxons, Hanarapx Poya, bagau, luctpukr
KOHTpoJIs KadecTna / Iliomanka BpInycka Comnan, X.I1., 173205, Unnus (nmuuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aka04eHHe 0 cOOTBEeTCTBHH: «HacTosuM s MOATBEPKAAI0, UTO NMPUBEACHHAs BbIlIEe UHPOPMALIUA SABJIAETCA
JIOCTOBEPHOH M TOYHOH. OTa cepusi MPOJAYKUHH IMpOoM3BeNeHAa (BKIIOUass YMAaKOBKY (MapKHpPOBKY) M KOHTpPOJIb
KayecTBa) Ha BBILIEYKa3aHHOH MpPOM3BOACTBEHHOH MIoI@AKe (TUIOINAAKax) B IIOJHOM COOTBETCTBUM C
TpeboBaHusamu [IpaBun Haanexarueid nNpou3BOACTBEHHOH MpakTUKU EBpasmiickoro skoHomMuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) U Tpe6oBaHUAMH KOHTPOJIA Ka4ECTBA JIEKAPCTBEHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT cooTseTcTBYET TpeboBanuaM HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarotoeneno: Pardeep Kumar | Ilpoeepeno: Pawan Kumar /Ono6peno: Menemxep /

QL/ Pykosoaurens Amit Kurpar
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Reprint Date: Reprint Date: Reprint Date: N
Hara: 26.10.2024 Hara: 26.10.2024 Hara: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwyv.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 10 of 10/ C1p. 10 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HMpoaykr: Moykaun", TabneTkn, NOKPbITHIE IJIEHOYHoH 060/104K0ii, 400 Mr + 325 Mr
Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / 800000 tab /
Cepus Ne V2402157 O6nem cepun " 800000 Tab
Analytical Report No/ - 040002698340 807Date of Analysis / . 9510.2024
AHanuTHuecKHuii oTuer Ne JlaTa anannsa
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029
aTa NPOU3BOACTBA Tonen Ao
Mfg. License No. / MA number: /
IIpousBogcTBeHnast : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)
Homep PY
JuneH3us No
Analysis performed according ND: / Ananu3 nposegen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

a TaKKC B COOTBETCTBHHU CO CHCL[H(bI/IKaU,PIHMI/I, CoACpXKallMMUCA B pErUCTPALlUOHHOM JIOChE CTpaHbI-UMIIOpPTEpA.
3amnucu no MPOU3BOJCTBY, YIIAKOBKE U aHAJIU3Y NPOBEPEHHBI, H YCTAHOBJICHO UX COOTBETCTBHC Tpe60BaHI/I${M HpaBHII
Hanexalien HpOI/l3BO,IICTBCHHOI71 [MTPpaKTHUKH EBpaSHﬁCKOFO 3KOHOMHUYECKOI'O COHO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tlpumeuanne: [TpoaykT cooTeTcTBYET Tpebopanuam HJT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarororneno: Pardeep Kumar | Ilposepeno: Pawan Kumar /Ono6peno: Menemkep /

r\f_,1~ 4— Pyxosoputens Amit Kumar
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