Dr.Reddy’s ‘f’:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.2,, 173 205, INiDIA

Tel : +91 98166 56001-02
wiww drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIU3A

Page 1 0f 10/ Cp. 1 u3 10

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

Hpoayxr: H6ykaun®, TabneTKu, NOKPLITbIE NJIEHOYHOH 0001049K0H, 400 Mr + 325 mr

Market / PbiHOK :Russia / Poccrs

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne | b=t Oo0bem cepun * 800000.0 Tab

Analytical Rep0ft No / - 040002721756 Date of Analysis / - 11.11.2024

AHanuTHYecKHii oTueT Ne JlaTa aHaiu3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpou3BojacTBa I'open no

Mfg. License No. / MA number: /

IIpousBogcTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Howmep PY

Junen3us Ne N

Analysis performed according ND: / Ananu3 npoBenen no HJ1: JIII-Ne(003654)-(PT-RU)-101123

Ne |Test/ IlokazaTenn Results/ PesyabTatsl

Specification / Hopma

Appearance /

1 |Omnucanue
the cross-section. / TabneTku

Ha MONEPEYHOM paspese — apo
Oenoro 1sera.

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at

KancynoBUIHOH GOpPMBI, TOKPBITHIE
MJIEHOYHOH 060N104YKOH OpaHKeBOTO
LIBETA, C PUCKOH Ha OJJTHOM CTOpPOHE;

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabjeTku kancynoBUHON

(b opMBI, MOKPBIThIE MIEHOYHOH 000104YKOH
OpaHXEBOr'o 11BETa,
Ha [TONEPEYHOM paspese — AP0 GeNoro win
nouTu 6enoro uBeTa.

C PUCKOH Ha OJHOM CTOpOHE;

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED

3aknwuenne: OJIOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

Checked by /
IIposepeno: Pawan Kumar

Approved by: Manager/Executive
/Onobpeno: Menenxep /
Pyxosoautens Ar_n'lt/Kumar

—_—

Reprint Date:
Jata: 11.11.2024

Reprint Date: !

Hara: 11.11.2024

Reprint Date: ¥
Jara: 11.11.2024

Registerad Cffice: 8-2-327, Road Mo. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4509 2800, Fax: +91 40 2800 2999, Emaii: mail@drreddys.com

CIN: LS5 1G5AP1984PLC304507

wewdrreddys.com




Dr.Reddy’s ',‘:'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P, 173 205, 'NDIA
Jel : +91 98166 56001-02

wysesdrreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page 2 0of 10/ Cp. 2 u3 10

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

Mponyxr: Moykaun®, TabaeTKH, HOKPLITHIE IUIEHOYHOI 060,109K0ii, 400 Mr + 325 mr

Market/ PbiHOK :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepust Ne § V2402251 O6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002721756 Date of Analysis / © 11.11.2024

AHanHuTHYecKMii oTueT No JlaTa ananuza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa 11pou3BoacTBA Topen o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAA : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Howmep PY

aunensus Ne

Analysis performed according ND: / Anayu3 nposenen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

2 |Identification /
ITognuHHOCTDL

Complies as prescribed/
CoOoTBETCTBYET

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 yaepxHBaHHS OCHOBHBIX ITHKOB Ha
XpOMATOrpaMMe UCTIBITYEMOTO PacTBOpPA JOJKHBI
COOTBETCTBOBATh BpeEMEHaM YJEep)KUBaHUsI THKOB
Ha XpOMAarorpaMMe pacTBopa CTaHIapTHBIX
obpasuor ubynpodeHa 1 mapaueramona (pazgaen
«KonuuecTBeHHOE ONpesieNieHNe»)

3 |Average tablets weight / 969.8 mg / 969.8 mMr

Cpennsist macca TabJieTok

940.9 mg to 999.1 mg
(970.0 mg + 3.0 %) /
Or 940,9 MT o 999,1 MT

(970,0 mr = 3,0 %)

4 |Disintegration / 06 min 38 sec / 06 muH 38 cek

PacnnagaeMocThb

Not more than 30 min /
He 6onee 30 mun

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykTt coorBeTcTByeT TpeboBanusm HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by /
[Togrorosneno: Santosh Kumar
Maurya /9\ 0

41

IIpoBepeno: Pawan Kumar

Approved by: Manager/Executive

/OnmobpeHo: Menemxep /

PyxoBonutens Am{t Kumar
i

Reprint Date:
Jara: 11.11.2024

Reprint Date:
Jara: 11.11.2024

Reprint Date: ¢
Hara: 11.11.2024

Registered Dffice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, india

Tel: +071 40 4800 2800, Fax:

CI

61

A0 4900 2999, Email: maill@drreddys.com
SAP1984PLC004RG7
wveww.direddys.com




Dr.Reddy’s Qi"

C

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

Vill. Khol, Malagarh Road, Baddi.
Distt. Solan, H.P., 173 205, IND{A
Tel - +91 98166 56001-02

v drraddys.com

ERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page 3 of 10/ Cp. 3 u3 10

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

Hponyvxr: Uoykann”, TabaeTkn, NOKPbITLHIE MJIEHOUHOI 0001049K0ii, 400 Mr + 325 mr
b p

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne N O0bem cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002721756 Date of Analysis / - 11.11.2024

AHanuTHYeCKHH oTyeT No Jata anannsza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JdaTta mpousBoJcTBa T'ogen g0

Mfg. License No. / MA number: /

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

Junen3us Ne

Analysis performed according ND: / Ananu3 nposesieH no HJI: JITI-Ne(003654)-(PT-RU)-101123

S |Dissolution /

PacTtBopenne

97 %

99 % to 105%

after 30 min/
to 102%
30 mMuH

after 30 min /

yepe3 30 MUH

Remarks : The Product conforms to ND/
Ipumeyanue: Ilpoaykr coorBercTByeT Tpebopanusam HJI

Opinion : APPROVED
3axiouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Santosh Kumar | IIposepeno: Pawan Kumar /OnobpeHo: Menenxep /
Maurya % 0 Pyxosoautens Amit Kumar
Reprint Date: Reprint Date: Reprint Date: !
Hara: 11.11.2024 Hara: 11.11.2024 Hara: 11.11.2024
Registarad Cffice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangang, india
Tol: +91 40 4000 2500, Fax: +51 40 4900 2999, Emall: mail@drraddys.com

Clpi L3 4P1934PLCOCASTDTY

wwwsdrieddys.com

Not less than 70% (Q) of Ci3sH 302 (ibuprofen)
He menee 70 % (Q) Ci3HisO2 (ubynpoden) uepes
Not less than 70% (Q) of CsHoNO; (paracetamol)

He menee 70 % (Q) CsHoNO, (napaueramon)




Dr.Reddy’s ‘

Dr. Reddy's L.aboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bz 4di
Distt. Solan. H.P, 173 205, INDIA
Tl . +91 928166 56001-02

weanes clrrodchis com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 4 of 10/ Cp. 4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: U6ykaun®, TabeTKH, HOKPHIThIE IIEHOYHO# 0605104K0#, 400 Mr + 325 Mr

Market / PpiHok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab/

Cepus Ne Ak O6bem cepun ' 800000.0 Tab

Analytical Repovrt No/ - 040002721756 Date of Analysis / 11112024

AHanutHyeckuii oTuer Ne JaTa aHan3a

Date of Manufacture / . 10/2024 Date of Expiry/ . 09/2029

Jara npou3BoacTBa I'onen o

Mfg. License No. / MA number: /

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

nHien3us Ne

Analysis performed according ND: / Ananu3 nposesed no HJI: JITI-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoxacrBeHHBIE IPpAMeECH than 0.005% /
Method 1 / Meton 1 4-ampHodeHon (npuMeck Mapaneramona) He
6onee 0,005 %
Method 2 / Metog 2 . Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
Jobas emuHuuHas npumechk (uOynpodeHa uiu
napaueramona) He 6onee 0,3 %
0.04% Total impuriti -
purities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Metoa 1+ Meton
2) He 6onee 0,7 %
7 |Water / Bona 1.4 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuyanue: [Ipoaykr coorBercTBYeT TpeboBanusm HJT

Opinion : APPROVED
3axkmiouenne: OJJOBPEHO

Prepared by /
IToaroroBneHo: Santosh Kumar
Maurya

Checked by /
IIpoepeno: Pawan Kumar

Approved by: Manager/Executive
/Opobpeno: Menemxep /
Pykopoautens Amit Kumar

N

Reprint Date:
Jara: 11.11.2024

{
Reprint Date:
Hata: 11.11.2024

Reprint Date: {
Hara: 11.11.2024

fegistered Cffice: 6-2-337, Road Mo. 3, Banjara Hilis, Hyderabad - 500024, Telangana, india
Tob +910 40 4800 2900, Fax: +91 40 2900 2999, Email: mail@drreddys.com
Clidle L Y AP1984PLCO0ASCT

wawarreddys.com




Dr.Reddy’s ‘;‘

Dr. Reddy's L.aboratories Ltd.
rormulation Unit-6

Vill. Khol, Nalagarn Road, Baddi.
Disit. Solan, H.P., 173 205, inDIA
Tel @ 4+91 93166 56001-02

v drreddye com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 5 of 10/ Cp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: H6ykaun®, TabaeTKH, NOKPBIThIE NIEHOYHOH 060104K0ii, 400 mMr + 325 Mr

Market/ PpiHok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepust Ne § V2402251 O6bem cepun " 800000.0 Tab

Analytical Repovrt No/ . 040002721756 Date of Analysis / - 11.11.2024

AnaauTuyeckuii oTuer Ne Jarta aHaymsa

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

Harta nipou3BojcTBa T'ogex g0

Mfg. License No. / MA number: /

ITIpouzBoacTBeHHAS - MNB/05/263 ’  JITI-Ne(003654)-(PT"-RU)
Homep PY

JIHUEeH3HA Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OnHOpPOJHOCTD
JIO3UPOBAHUS

- ibuprofen / nbynpoden

- paracetamol /
napaueTamor

1.5

1.4

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npueMaeMocTy (AV) A0JDKeH
OBITH He OoJiee 15,0

Acceptance value (AV) should be not more than
15.0 / Iloka3zatens npuemiaeMocTd (AV) noJkeH
ObITH He Ooee 15,0

Remarks : The Product conforms to ND/
Ipumevanue: [Ipoaykr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by /
IToarorosneHo: Santosh Kumar

Maurya %’

Checked by /
[IpoepeHo: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

PyxoBoaurens AmiLIg_umar
Jf\.('_“,,/’

Reprint Date:
Hara: 11.11.2024

Reprint Date:

Jata: 11.11.2024

Reprint Date: 1
Hata: 11.11.2024

+8140 5900 2800, Fay

Chde L

LoanaLsrreddys.com

ice: 3-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500024, Telangana, india
GL 404900 2999, Email mait@direddys.com
1OEAPLO24PLCO0SRDT




Dr.Reddy’s ‘,’:".

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Sofan, H.P, 173 205, INCHA
Tol : 491 98166 56001-02

wowew drraddus com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

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

Mponyxr: M6ykanu®, TabneTku, NOKpLITHIE MJIEHOYHOH 060104K0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / i Batch Quantity / ~ 800000.0 tab /

Cepnst Ne j Vedeen O6bem cepuu " 800000.0 Tab

Analytical Repo‘}‘t No/ - 040002721756 Date of Analysis / - 11.11.2024
AHaTHTHYECKHI oTUeT No JlaTa ananunza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa 1pon3BOACTBA I'onen a0

Mfg. License No. / MA number: /

IIpouzBoacTBEeHHAs! : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)

Jaunen3us Ne

Homep PY

Analysis performed according ND: / Ananu3 npoeegen mo HJL: JITI-Ne(003654)-(PT'-RU)-101123

9 |Microbiological purity* /
MukpodHoJiornyeckas
YHCETOTA™

a) Total aerobic microbial NA
count / O01uee yucio
adpobHBIX
MHKPOOPTraHU3MOB

b) Total combined yeasts NA
and mould count / Obiiee
YHCJIO JPOXOKEBBIX U
TUIECHEBEIX IPHOOB

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli NA Shall be absent in lg / OtcyrcrBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooTseTcTBYET Tpebosanusam HJJ 3akmoyenne: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotoeneHo: Santosh Kumar | [Iposepeno: Pawan Kumar /Opo6peHo: Menemxep /
Maurya R B Pykopogutens Amit Kumar
/- 9 o
Reprint Date: Reprint Date: ' Reprint Date: {
Harta: 11.11.2024 Jara: 11.11.2024 Jlara: 11.11.2024
Reaistarad Oifices §:2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
‘ 140 4000 2999, Email: mail@drreddys.com
Ciil: L85 284 P1 CONARAT

wiwwy,drreddys.coin




Dr.Reddy’s ‘;‘

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

wene drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 7 of 10 / Cp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: H6ykinn®, TabaeTKH, NOKPLIThbie MIEHOYHO#H 000109K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / ] Batch Quantity / ~ 800000.0 tab /

Cepust Ne 4 V2202251 O6bem cepun " 800000.0 Tab

Analytical Repo:'t No/ - 040002721756 Date of Analysis / - 11.11.2024

AHAIUTHYECKHI oTUeT No JlaTa aHanu3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa npou3BoACTBA TI'ogen no

Mfg. License No. / MA number: /

IIpon3BoacTeeHHan : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Anaau3 nposeaen no H: JITI-Ne(003654)-(PT'-RU)-101123

10

Assay / KoanyecTBeHHOe
onpeaeseHue

402.6 mg / 402.6 mr

325.36 mg/ 325.36 mr

360.0 to 440.0 mg of Ci3H 302 (ibuprofen) per
tablet /

Ot 360,0 mr o 440,0 mr C13H 302 (ubynpodeHn) B
TabneTke

292.5 to 357.5 mg of CsHoNO, (paracetamol) per
tablet /

Or1292,5 mr o 357,5 mr CgHoNO, (napaueramon)
B Tabnetke

11

Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 Tabnetox
B [IBX/Al 6nuctep. 1o 1 6nuctepy
B MavykKy KapTOHHYIO BMECTE C
UHCTPYKIMEH 1O IPHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al 6aucrep. Ilo 1, 2 wnm 20
OMMCTEPOB B TadKy KapTOHHYIO BMECTe C
UHCTPYKLHMEH [0 NPUMEHEHHUIO.

12 | Labeling / MapxupoBka |According to ND. / B cootBercTBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHnue Ilpu TemMnepatype He Boilte 25 °C.
14 | Shelf life / Cpok 5 years /5 ner
TOXHOCTH

Note: References in the normative document are given to the Rus. Ph XIV,

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusm HJI

Opinion : APPROVED
Zakmwuenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Santosh Kumar
Maurya %

r

Checked by /
[TpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pykosomurens Amit Kumar

Reprint Date:
Hata: 11.11.2024

e
Reprint Date:

Hara: 11.11.2024

Reprint Date: \
Hata: 11.11.2024

Regisizred Cifice: $-2-337, Raad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tob 21071 40 4000 2660, Fax: +491 40 49060 2994, Email: mail@drreddys.com

CiN: L3

wweedrreddys.com

S5AP19RIPLCOOASDTY




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tal 1 +91 98166 56001-02

Page 8 of 10/ Cp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxr: Uoykaun®, Ta6ieTkn, NOKPHITHIE IIEHOYHOH 060,10uK0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / : Batch Quantity / ~ 800000.0 tab /

Cepus No V2402251 O06Bem cepun © 800000.0 Tab

Analytical Report No / - 040002721756 Date of Analysis / C11.11.2024

AHaTUTHYECKHH oTueT Ne JaTa anainsa

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JdaTa npou3BoacTBa T'ogen no

Mfg. License No. / MA number: /

ITponsBoacTBeHBast : MNB/05/263 ) : JIII-Ne(003654)-(PI"-RU)
Homep PY

aunens3us Ne

Analysis performed according ND: / Anagu3 nposeaen no HJI: JITI-Ne(003654)-(PT'-RU)-101123

* 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.
[Tpumeuanue: CChUIKH B HOPMATHBHON JOKyMEHTalUuK npHuBeaeHsl Ha [ PO XIV.

* TIpoBOAUTCS TIPOH3BOAUTENIEM TIPH BBINYCKE [IEPHOANHECKU: 715l Kax Aol 20-oi cepun unu He MeHee 1 pasa B
roJ. ITokazaTens MOXeT OBITH He BKJIIOUYEH B cepTU(UKAT aHasn3a GupMbl.

API name / HaumenoBauune ADC:

Ibuprofen / U6ynpoden

Paracetamol / Ilapauetamon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / IlapaueTtamon

API manufacturer batch number /
Homep cepuu nponssogurtensa ADPC:

PIBM240157, PIBM240153

4286/24-25

FP Manufacturer API Batch number /
Homep cepun cy0cTaHIMH POH3BOAUTEISA
I'Jd:

FERA00524, FERA00481

FERA00440

API Manufactured by & country /
IMpouzeogutens A®C, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apma Caiiencus Jlumuren,
Nunus

Sri Krishna Pharmaceuticals
Limited, India / lllpu Kpumna
OapmacsroTukanc Jlumuren,
Unnus

Remarks : The Product conforms to ND/

ITpumeuanue: Ilpoaykt coorBeTcTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3axnouenne; OJJOBPEHO

Prepared by /
IMToarorosneno: Santosh Kumar

Maurya @_

Checked by /
IIposepeno: Pawan Kumar

=

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoguTenn A_ﬂilig Kumar

N

Reprint Date:
Hara: 11.11.2024

Reprint Date:
Jata: 11.11.2024

Reprint Date:\
Jara: 11.11.2024

Registered Cfiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india

Tal: +97 80 4800 26006, ¢

31 40 480
AP1984PLCO04ERT

soanag clrpotet v
WWALGTTECGYS.Com

02999, Email: meil@drraddys.com




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

@
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tal: +91 98166 56001-02
www direddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

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

Hponyxr: M6ykaun®, TabaeTkH, NOKPLIThIE IJEHOYHOk 06010uKoit, 400 Mr + 325 Mr

Market / Peivok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne e Oo6bem cepun " 800000.0 Tab

Analytical Rep0ft No/ . 040002721756 Date of Analysis / . 11.11.2024

Apamutnyeckuii oTuet Ne JlaTa aHau3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa ripousBoacTBa Fonen go

Mfg. License No. / MA number: /

IIpou3BoacTBenHast : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY

JIMIeH3Hs Ne

Analysis performed according ND: / Anann3 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) /

HaunmeHoBaHHe, aapec, JHUEH3HS 1A H-p Pennu’c Jlaboparopuc JIta., Uaaus, [IpoussoacTBeHHOe
Hpoussoacreennas miaomaaka / Ilnomaaxka nonpasnenenue-6, Bunn. Kxone, Hanarapx Poyn, banan, Juctpukt
KOHTpOJIs KavyecTBa / ILnomanka BeIycKa Conan, X.I1., 173205, Muaus (nuuensus 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».

3ak0yeHHe 0 cOOTBeTCTBUM: «HacToAIUM 5 MOATBEPKAAI0, YTO MPUBEJEHHAS BbIle MHPOpMALUA ABIAETCS
JOCTOBEPHOH M TOYHOH. DTa cepus NpOLYKUMH Npou3BeleHa (BKIIOYas yNakoBKY (MapKMpPOBKY) M KOHTPOJb
KauecTBa) Ha BbIIIEYKAa3aHHOW NpPOU3BOJACTBEHHON Miomaake (MIOLIaJKaX) B MOJHOM COOTBETCTBUH C
TpebopanusmMu IlpaBun Hajnexxarueid NMPOU3BOACTBEHHOM MpakTUKK EBpasuiickoro skoHoMuuyeckoro corosza (No
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) u TpebOBaHUAMHU KOHTPOJIS KaUeCTBA JIEKApCTBEHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeyanue: [TpoayKT cooTBETCTBYET TpeboBanuaM HJL 3akmiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
ITogrotosneHo: Santosh Kumar | [IpoeepeHo: Pawan Kumar /Onobpeno: Menemxep /
Maurya v PyxoBoaut it Kumar
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Reprint Date: Reprint Date: Reprint Datéf
Hara: 11.11.2024 Hata: 11.11.2024 Hara: 11.11.2024

Registared Dffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel. 401 40 1500 2800, Fax: +S1 40 49C0 2998, Email: matl@drreddys.com
CiN: L851954P1984PLCCO4RDT7
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

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

Mponykr: M6yxnnn®, Ta6aeTiu, NOKpbITHIE NJIEHOUHOH 060104K0ii, 400 Mr + 325 Mr

Market / Pbinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne . O6beM cepun " 800000.0 Tab

Analytical Repourt No/ - 040002721756 Date of Analysis / - 11.11.2024

Ananuruyecknii oruer No JlaTa aHaau3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa rpoM3BoOACTBA T'ogen 1o

Mfg. License No. / MA number: /

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

auuen3us Ne |

Analysis performed according ND: / Ananu3 nposeaen mo HJ/I: JITI-Ne(003654)-(PI'-RU)-101123

a TaKXK€ B COOTBETCTBUHU CO CI'ICU,I/I(i)I/IKaLlHﬂMI/I, COACPXKAIMMHUCA B pErUCTPALlHOHHOM JOChE CTPaHbI-HMITOPTEPA.
3anucu 1o NMPOU3BOACTBY, YITAKOBKE H aHAJIN3Y IMPOBEPECHEBI, U YCTAHOBJICHO UX COOTBCTCTBHUEC Tpe6OBaHHﬂM HpaBI/IH
Haanexaiei HpOHSBOﬂCTBCHHOﬁ NPaKTUKH EBpa3HﬁCKOFO 3KOHOMHYECKOI0 COro3an.

Remarks : The Product conforms to ND/
Ipumeyanue: IIpoaykr cootBercTBYeT TpeboBaHusM HJJ

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToproroBneno: Santosh Kumar | [IposepeHo: Pawan Kumar /OnobpeHo: Menenxep /
Maurya ‘ () Pykosoaureny Amit Kumar
@ > & L
Reprint Date: Reprint Date: Reprint Date: \
Hara: 11.11.2024 Hata: 11.11.2024 Hara: 11.11.2024
Registerad Oliice: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 530024, Telangana, india
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