Dr.Reddy’s 1:'."

Dr. Reddy's Laboratories {td.
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
CEPTU®UKAT AHAJIM3A
Page 1 0of 10/ Ctp. 1 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Moykaun®, TabJeTKH, TOKPBITHIE IJIEHOYHOH 000J104K0ii, 400 Mr + 325 mMr
Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / _ 750000.0 tab /
Cepus Ne H V2502600 OGbeMm cepun " 750000.0 Tab
Analytical Repovrt No/ - 040002753887 Date of Analysis / . 16.12.2024
AHaanTuuecKui oTyer Ne JaTa anayusa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JaTta npousBoacTBa I'open o
Mfg. License No. / .
[Ipou3BoACTBeHHAs! - MNB/05/263 BIAnumbers/ - JITI-Ne(003654)-(PT-RU)
Homep PY

JuueH3ns Ne -
Analysis performed according ND: / Ananu3 npoeegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

Ne |Test/ Iloka3aTeib

Results/ PesyabTaTsl

Specification / Hopma

{Appearance /
1 |Onncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KarCyJIOBHAHOH (POPMBI, TIOKPBITHIE
MJIeHOYHOM 000J104KOI OpaHKeBoro
UBETA, C PUCKON HA OJJHOI CTOPOHE;
Ha MOTEPEHHOM pazpese — Fapo
OeJioro LBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancyJa0BUXHOR
(hopMBl, MOKPEITEIE MTIEHOUHOH 000104YKOH
OpaH)XeBOI0 11BeTa, C pUCKOi Ha OJHOH CTOPOHE;
HAa MONEPEYHOM pa3pese — sApo 6enoro Uiu
nouTH O€Noro LBeTa.

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

/

Maurya ,

Checked by /

[Toprorosneno: Santosh Kumar | IpoeepeHo: Pardeep Kumar

% -

Approved by: Manjager/Executive i

/Ono6peno: Menejpkep /

PykoBoautens: Abhishek €hauhan
=i

Reprint Date:
Jara: 16.12.2024

Reprint Date:
Jara: 16.12.2024

Reprint Date:
Hara: 16.12.2024

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

Tel: +91 40 49G0 2900, Fayx: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

wwyy.drreddys.com



Dr.Reddy’s ":‘

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02

www. drreddys.corn

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 2 of 10/ C1p. 2 n3 10

ﬁ’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykaun®, TabaeTKH, IOKpPLITLIE IJIEHOYHOH 060J04K0#, 400 Mr + 325 mr

Market / PpiHoKk :Russia / Poccus

Batch No / . Batch Quantity / _ 750000.0 tab /

Cepus Ne - V2402619 O6bem cepHH " 750000.0 Tab |
Analytical Repo:‘t No/ - 040002753887 Date of Analysis / - 16.12.2024
AHanuTHYeCKHiT oTyeT Ne JlaTa aHanu3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JaTa npou3BoACTBa I'ogen mo

Mifg. License No. / MA number: /

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

Homep PY

_unen3us Ne -

Analysis performed according ND

: / Ananu3 nposenen mo HJI: JITT-Ne(003654)-(PI'-RU)-101123

2 |Identification /

IloamuHHOCTH

Complies as prescribed/
CooTBETCTBYET

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 yzaep)KWBaHHS OCHOBHBIX MHKOB Ha
XpoMaTorpaMme HCHbITYEMOI'0 PacTBOPA AOJIKHbI
COOTBETCTBOBATH BpEMEHAM yIEPXKUBAHHS ITHKOB
Ha XpoMaTorpamMme pacTBOpa CTaHOapTHBIX
obpasuos ubynpodeHa u napaueramMosna (paszuen
«KonuecTBEHHOE ONIPElEICHUEN)

Average tablets weight /
Cpennsas Macca Ta0J1eTOK

965.9 mg/ 965.9 mr

940.9 mg to 999.1 mg
(970.0 mg £ 3.0 %) /
Or 940,9 MI J0 999,1 MT

(970,0 mr + 3,0 %)

Disintegration /
PacnagaemocThb

07 min 13 sec/ 07 muH 13 cek

Not more than 30 min /
He 6omee 30 Muu

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

[Toarorosneno: Santosh Kumar | [Tposepeno: Pardeep Kumar /OnobpeHo: Mefiemkep /

Maurya % PyKOBOJmTenb:I bhisher: Chauhan
— [ { —

Reprint Date:
Hara: 16.12.2024

Reprint Date:
Jara: 16.12.2024

Reprint Date:
Hara: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +91 40 4960 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L8S L9SAP1984PLCOO45U /

www.drreddys.com




Dr. Reddy's Laboratories 1td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIN3A

Page 3 0f 10/ Cp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| Opoayxt: M6ykaun®, TabaeTKH, NOKPHITHIE IIEHOYHOI 060s104KOi, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 750000.0 tab /

Cepusi Ne STt Obbem cepun " 750000.0 Tab

Analytical Repo\rt No / - 040002753887 Date of Analysis / . 16.12.2024

AHanuTHYeCKHH oTueT Ne Jarta ananuza

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa npou3BOaACTBa I'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 : : JITI-Ne(003654)-(PI'-RU)
Homep PY

JHUeH3Hs No

Analysis perforn;ed according ND: / Ananu3 nposeaen no HJ: JIH-NQ(003654)-(PIT-RU)-101 123

5 |Dissolution / Not less than 70% (Q) of Ci3Hi1s02> (ibuprofen)
PacTBopenue after 30 min/

99 % to 103% He menee 70 % (Q) C13H,150, (ubynpoden) uepes
30 muH

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

100 % to 102 % He menee 70 % (Q) CsHyNO, (mapaueramon)
yepes 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanne: [IpoayxT cooTeeTcTBYET TpeboBaHusaM HJJ 3axsmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

[Toarororneno: Santosh Kumar | IIpoepeno: Pardeep Kumar /Ono6pero: Menemkep /

Maurya @, Q{// PykoBoautens: Abhishek Clrauhan
= \ =

Reprint Date: Reprint Date: Reprint Date:

Hara: 16.12.2024 Hata: 16.12.2024 Hara: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2996, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOO4507
wawwdrreddys.com




Dr.Reddy’s ‘,’:‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Page 4 of 10/ Crp. 4 u3 10

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

Mpoayxr: U6ykann®, Ta0aeTkH, MOKPLITHIE IJ1eHOYHOH 060,104K0i, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccus
Batch No / ) Batch Quantity / ~ 750000.0 tab/
Cepus Ne § V2402619 O6bem cepuu " 750000.0 Tab
Analytical Repourt No/ - 040002753887 Date of Analysis / - 16.12.2024
AHaJINTHYECKHI oTueT No JaTa anasm3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
| laTa nmpou3BOACTBA B I'onen no
Mfg. License No. / MA number: /
Mpouzsoacreennas : MNB/05/263 ) ¢ JIII-Ne(003654)-(PI'-RU)
Homep PY
aunensus Ne -

Analysis performed according ND: / Ananu3s nposeaen no HJL: JIII-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHBIE MpHMeCH than 0.005% /
Method 1 / Meton 1 4-amuHodeHon (OpuMech Iapauneramojia) He
6oiee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /
JIrobast enunuuHas npuMech (MOympodeHa uiu
naparietamona) He 6onee 0,3 %
0.03% Total i EP
otal impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meroa 1 + Metogn
2) He 6onee 0,7 %
7 |Water / Boaa 1.3% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

=

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Santosh Kumar | [TposepeHo: Pardeep Kumar /Ono6peHo: Menempyep /
Maurya

Reprint Date:
Jara: 16.12.2024

Reprint Date:
Hata: 16.12.2024

PykoBoautens: Ablshek Crauhan
T

Reprint Date:
Hara: 16.12.2024

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

500034, Telangana, India

fel: +91 40 4900 2900, Fax: +91 40 4900 2996, Ernail: maii@drreadys.com
CIN: L85195AP19584PLCD04507
Wwwiyv.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.coin

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 5 of 10/ Cp. 5 u3 10

Eroduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: HOykann®, TabaeTKH, NOKPLIThIC JIEHOYHOH 060J04K0#, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccust

Batch No / ) Batch Quantity / ~750000.0 tab/
| Cepusi Ne 5 V2402619 Obnem cepuu " 750000.0 Tab

Analytical Repovrt No/ - 040002753887 Date of Analysis / . 16.12.2024

AHanuTHYecKHi oTueT No JlaTa aHanu3a

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029

JaTta npousBojcTBa T'onen o0

Mfg. License No. / MA number: /

IlpouzBoacTBeHHAsA : MNB/05/263 ) : JII-Ne(003654)-(PI'-RU)

Homep PY
JHneH3us Ne

Analysis performed according ND: / Anann3 nposeaen mo HJI: JIII-Ne(003654)-(PT'-RU)-101123

8 |Uniformity of dosage
[units /

OnHOpPOIHOCTD

JIO3UPOBaHUA

- ibuprofen / ubynpoden

- paracetamol /
napaueTamolt

1.7

1.6

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npuemnaemMocTd (AV) jomken
ObITh HE OoJiee 15,0

Acceptance value (AV) should be not more than
15.0 /Iloka3arens npuemneMocTd (AV) q0JDKeH
ObITh He Gonee 15,0

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoaykTt coorBeTcTBYET TpeboBauuam HJI

Opinion : APPROVED
3axkmoueHne: OI[_OBPEHO

Prepared by /
Iloaroroeneno: Santosh Kumar

Maurya @7

Checked by /
IIpoBepeHo: Pardeep Kumar

Approved by: Mgnager/Executive
/OnobpeHo: Mexguxep /
PykoBoauTeb: bhishek[bhauhan

Reprint Date:
Jarta: 16.12.2024

Reprint Date:

Jara: 16.12.2024

Reprint Date:
Hara: 16.12.2024

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

500034, Telangana, India

Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wwwedrreddys.com




Dr.Reddy’s Q::‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUHO®UKAT AHAJIM3A

Page 6 of 10 / Cp. 6 u3 10

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

ITponyxt: UOoykaun®, Ta61eTKH, NOKPLITHIE MJEHOYHOI 060104K0i, 400 Mr + 325 Mr
POny A p

Market / PpiHok :Russia / Poccus

Batch No / . Batch Quantity / _ 750000.0 tab /

Cepus Ne HYE oL Oobem cepun " 750000.0 Tab

Analytical Repovrt No/ - 040002753887 Date of Analysis / - 16.12.2024
AHaauTHYECKH# oTueT Ne JlaTa aHaH3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JaTta npousBoacTBa I'onen no

Mfg. License No. / MA number: /

HpoussBoacTBeHHAs1 : MNB/05/263 Homep PY o JITII-Ne(003654)-(PT'-RU)

Jaunenzusa No

Analysis performed according ND: / Anann3 nposegen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
MuxkpoGuosoru4eckas
yucrora*®

a) Total aerobic microbial
count / Ob1iee 4ucio
a’poOHBIX
MHKPOOPTaHH3MOB

NA

NA
b) Total combined yeasts
and mould count / O61uee
YUCIIO TPOACKEBBIX U
TIECHEBBIX IPUOOB

¢) E. coli

NA

Shall
Ir

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

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

be absent in

lg / OrcyrcrBue

B

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorBercTByeT TpeboBaHusM HJI

Opinion : APPROVED
3axmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Santosh Kumar | [IposepeHno: Pardeep Kumar /Onobpeno: Menemjkep /

Maurya @)‘ Pyxosoautens: Abhishek Cl-?ﬁuhan
Reprint Date: Reprint Date: Reprint Date: dl i

Hara: 16.12.2024 Jara: 16.12.2024 Hara: 16.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wwwvdrreddys.com

500034, Telangana, India




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
CEPTUPUKAT AHAJIU3A

Page 7 of 10/ Cp. 7 u3 10

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

Mpoaykr: M6ykaun®, TabaeTku, NOKPHITHIE ILIEHOYHOH 060.104K0#, 400 Mr + 325 Mr

| Market / Prinok :Russia / Poccus |
Batch No / _ Batch Quantity / . 750000.0 tab /
Cepus No # V2402619 O6bem cepun " 750000.0 Tab
Analytical Repourt No / . 040002753887 Date of Analysis / - 16.12.2024
AHaauTHuecknii oTuer Ne JaTa aHanuza
Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029
JaTta mpoussoacTBa I'open no
Mfg. License No. / MA number: /
I[IpouzBogcTBEeHHAR : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY
JinneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(003654)-(PT'-RU)-101123

10 |Assay / KonunyecTBeHHOE
omnpeejeHue
405.3 mg / 405.3 mr

329.01 mg /329.01mr

360.0 to 440.0 mg of C;3Hi30, (ibuprofen) per
tablet /

Ot 360,0 mr no 440,0 mr C13H 30> (nOynpoden) B
TabneTke

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

O1292,5 Mr g0 357,5 mr CgHyNO-, (mapaueramon)
B TabeTke

11 | Package / Ynaxoska 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnerox
B [IBX/Al 6aucrep. ITo 1 6nucrepy
B [ayky KapTOHHYK) BMECTE C
UHCTPYKUMEH N0 TPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerox B IIBX/Al 6muctep. Ilo 1, 2 uau 20
OnucTepoB B Mauky KapTOHHYI0 BMecTe C
MHCTpYKLMEH 110 MPUMEHEHHUIO.

12 | Labeling / MapkupoBka |According to ND. / B coorBerctsuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne Ilpu Temneparype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
rO/IHOCTH

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

Remarks : The Product conforms to ND/
IIpumeyanue: Ilpoaykr cootBeTcTBYET TpeboBaHMIM HJI

Opinion : APPROVED
3axnwuenne: OJIOGPEHO

Prepared by / Checked by /
[ToarororneHo: Santosh Kumar | Iposepeno: Pardeep Kumar

Maurya @_ Q{; _

Approved by: Mdnager/Executive
/Onobpeno: MeHemxep /
PykoBoautens: bhishel7C hauhan

Reprint Date: Reprint Date:
Jara: 16.12.2024 Hara: 16.12.2024

Reprint Date:
Jara: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyde
Tel. +91 40 4900 2900, Fax: +51 40 4900 2999, Em

rabad - 500034, Telangana, India
ail: maii@drreddys.com

CIN: L85195AP1984PLCDO4507

wwywv.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Dr. Reddy's Laboratories ttd.
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/ Cp. 8 3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
poayxr: M6ykann®, Ta61eTKH, NOKPLITHIE NJIEHOUHOH 060109K0i, 400 Mr + 325 Mr

Market / PriHok :Russia / Poccus

Batch No/ . Batch Quantity / . 750000.0 tab /

Cepus Ne j V2402010 O6bem cepun " 750000.0 Tab

Analytieal Repog’t No / - 040002753887 Date of Analysis / . 16.12.2024

Ananutnyeckuii oTuyet No JlaTa anaanza

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JaTa mpou3BoACTBA I'open 0

Mifg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anannu3 npoeegen no HJ/1: 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.
[Tprmeuanue: Ccblky B HOPMATHBHOHN JoKyMeHTalKu npuBedeHsl Ha ['® PO XIV.

* [1poBOAUTCS IPOM3BOAMUTENEM TIPH BBITYCKE NEPUOTUUECKH: JUIs Kakaoil 20-oif cepryu UM He MeHee 1 pa3a B
ro. [TokazaTens MoxeT ObITH HE BKJIIOUEH B cCEpTU(HUKAT aHAN3a QUPMEL.

API name / Haumenoanue ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM240170 APAP/24040591
Howmep cepun nponssogutens ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTaHIMH NPOH3BOIUTEJIS FERA00560 FERAQ00433

TJI®:

API Manufactured by & country /
Ipoussogurens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caiiedcns Jlumurer,
Hunus

Granules India Limited, India /
I'panynec Unaus Jiumuren, Uunus

Name, address, authorization No for FP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanne: Ilpoaykt coorBetcTBYeT TpeboBanuam HJI

3akmouenue: OJIOBPEHO

Prepared by / Checked by /
IToaroroneno: Santosh Kumar | Ilposepeno: Pardeep Kumar
Maurya

B .

Approved by: Mandger/Executive
/Onobpeno: Menemikep /
Pykosonutens: Abhishek C h:{uhan

Reprint Date:
Hara: 16.12.2024

Reprint Date:
Hara: 16.12.2024

Reprint Date:
Hara: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel. +91 4G 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwyv.drreddys.com




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

Be
L/ @ Viil. Khol, Nalagarh Road, Baddi
Dr. Reddy S '.. Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 9 of 10/ Ctp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykr: MGykanu®, TabaeTKH, IOKPHITHIE ILJIEHOYHOI 060009K0ii, 400 Mr + 325 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / _ 750000.0 tab /
Cepus Ne  V2m0Zolo O6bem cepun " 750000.0 Tab
Analytical Repovrt No / - 040002753887 Date of Analysis / . 16.12.2024
ApauTHYecKHH oTueT No JlaTa ananu3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JaTa mpou3BoacTBa TI'onen no
Mfg. License No. / MA number: /
IlpousBoacTBEeHHAs : MNB/05/263 : : JIII-Ne(003654)-(PI'-RU)
Homep PY
Junen3ust Ne -
Analysis performed according ND: / Anann3 nposenen no H: JITI-Ne(003654)-(PT-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Sotan (HP) 173205, India (license No
site / MNB/05/263) /

HanmeHnoBaHHe, aapec, JMUEH3US JJIs J-p Penau’c JJaboparopuc JIta., Muaus, IlporssoacTBeHHOE
IIpounseoacTBeHHast miomanka / Ilnomanka noapaszaenenne-6, Bunn. Kxons, Hanarapx Poya, bagau, Jluctpukt
KOHTPOJIA KadecTBa / ILtomanka Bbinycka Conan, X.I1., 173205, Mnaus (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».

3akJiloueHne 0 COOTBETCTBHH: «HacToslmMM s MOATBEPXKalo, YTO MPHUBENCHHAs BhIlle HHPOpMaLUs ABIAETCS
JOCTOBEPHOM M TOYHOH. DTa cepust MPOAYKLMHU TNpousBeleHa (BKJIOYas yNakoBKY (MapKMpPOBKY) M KOHTPOJb
KauecTBa) Ha BBHIIIEYKa3aHHOM MPOM3BOACTBEHHON Miomaake (MI0LIaaKax) B IIOJIHOM COOTBETCTBHH C
TpeGopanusmu [IpaBun Hajnexauiel nmpousBoACTBEHHOM npakTuku EBpasuiickoro skoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) ¥ TpeGOBaHUAMH KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPEICTB,
a TaKkke B COOTBETCTBUM CO crielMPUKAUUAMH, CONEPKALIKUMHUCA B PETUCTPALIMOHHOM JOCHE CTPaHbI-UMIIOPTEDA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Mapager/Executive
IToarotopneHo: Santosh Kumar | IIpoBepeno: Pardeep Kumar /OnobpeHo: Mengmicep /

Maurya @ \_\L_, PyKOBOIUTE B! bhish/7k Chauhan
Reprint Date: Reprint Date: Reprint Date: '

Hara: 16.12.2024 Hara: 16.12.2024 Hara: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCDO4507
www.arreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoaykr: M6yknnn®, Ta6neTKH, NOKPBIThIE NIEHOYHOH 000104K0H, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 750000.0 tab /

Cepusi Ne V2402619 O0bem cepun " 750000.0 Tab

Analytical Repog‘t No / - 040002753887 Date of Analysis / . 16.12.2024

AHaaHTHYECKHH oTyeT Ne Jarta anaiunza

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jara npou3BoacTBa T'onen no

Mfg. License No. / MA number: /

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

nunel3us Ne |

Analysis performed according ND: / Anann3s nposeaen no H/I: JIII-Ne(003654)-(PT'-RU)-101123

3anucu 110 NPOU3BOJCTBY, YIIAKOBKE U aHAJIU3Y MPOBEPEHB], H YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHuAM [1paBun
HaJuIeXalieH Mpou3BoACTBEHHON NpakTHky EBpa3suiicKoro SKOHOMHUYECKOTO COH03a».

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHusaM HJL

Opinion : APPROVED
3akarouenue: OJOBPEHO
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Prepared by / Checked by /
[Toaroroeneno: Santosh Kumar | IIpoBepeHo: Pardeep Kumar
Maurya

Approved by: Man .gerf Executive
/Ono6peHo: Menejjxep /
PykoBoautenb: Alhishek (fhauhan

R

Reprint Date:
Hara: 16.12.2024

Reprint Date:
Hara: 16.12.2024

Reprint Date:
Nara: 16.12.2024
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